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TITLE 6-AGRICULTURAL CREDIT

Chapter I-Farm Credit Administra-
tionr Department of Agriculture

PARer 10-FEDRnn Lsew BArnS

PART 11-NAToNAL FAr LOAN
ASSOCIATIONS

PARTIAL RETIREMENT OF STOCK

Chapter I, Title 6, Code of Federal
Regulations, is hereby amended by re-
voking §E 11-172 (11 F. R. 1693) and
11.258-50 (CFR, 1945 Supp.; 10 F. R.
9518) -and adding § 10.279-50 to read as
follows:

_ 10.279-5O- Partial retirement of stock.
In individual cases where the amount of
bank stock held as security for a loan
is substantially in excess of 5 percent of
the unpaid balance of the loan and the

- bank determines that retirement of the
excess stock is advisable, the Administra-
tion approves, under section 7 of the Fed-
eral Farm" Ioan Act (12 U. S. C. 721),
the retirement of that portion of such
stock which is in excess of 5 percent of
the unpaid balance of the loan, Provided,
(a) The capital stock of the association
through which the existing loan was
made is not impaired and such stock
retirement will not make the principal
remaining unpaid upon mortgages al-
ready received. from the association ex-
ceed 20 times the amount of stock in the
bank owned by such association, or the

.- only stock outtanding in connection
with the existing loan is bank stock, and
(b)--Such retirement of -tock is in ac-
cordance with authorization given by the
bank's board of directors by appropriate
resolution. (See. 7, 39 Stat. 365, sec. 6,
47 Stat. 14, 12 U. S. C. 665, 721)

[SEAL] CARL -COLVIN,
Acting Land Bank Commissioner.

IF. R. Dec. 47-3212; Filed, Apr. 3, 1917;
8:46 a. rn]

TITLE 7-:.AGRCULTURE
Subtitle A-Office of Secretary of

Agriculture

PART 7-P EaC DEc6NTROL AN RECONTROL

CERTIFICATION OF AGRICULTURAL CO=ITODI-
TIES IN SHORT SUPPLY

Pursuant to, the authority vested in
me by the Emergency Price Control Act

of 1942, as amended, and particularly by
section 1A (e) 'of said act as added by
the Price Control Extension Act of 1946,
I hereby determine and certify to the
Temporary Controls Administrator that
no modifications in the Certificatlon of
'commodities In short supply (§ 7.50 Cer-
tification of Agricultural commodities in
-short supply). made on September 1,
1946. as amended (11 F. R. 9G9, 11349.
13135, 14063; 12 F. R. 60, 825, 1475).
should be and none are hereby made.
'tPub. Law 548, 79th Cong., 2d sess)

Done this 31st day of March 1947.
[sEAL] CmoEs P. Bnsnssz,

Acting Secretary of Agrfcuture.
[P. R. Dcc. 47-3225; Fled, Apr. 3. 1917;

8:46 a. m.1

TITLE 21-FOOD AND DRUGS
Chapter I-Food and Drug Adminis-

tration, Federal Security Adminis-
tration

PART 141-TsTs AND METHODS OF ASS.Y
FOR Az;rrmxorxc Dnuos

PENICILLIN =N ST=PETO=IN~l
By virtue of the authority vested in the

Federal Security Administrator by the
provisions of sections 507 and 701 t) of
the Federal Food, Drug, and. Cosmetic
Act (52 Stat. 1040, 1055, as amended by
59 Stat. 463 and Pub. Law 16, 80th Cong.,
1st Sess.; 21 U. S. C. 371 (a); 21 U. S. C.
Sup. 357) the regulations for tests and
methods of assay of antibiotic drugs (11
F. R. 12123), as amended, are hereby
repealed, and the following'regulations
are substituted therefor.
Sec.
141.E Sodium penicillin. clcluni penlcll-

lun, pota-Aunopenlcillin: potency.
141.2 Sodium penicillin. calcium pcnicl-

lin, potezlum penillin; cteril-
ity.

141.3 Sodium penicillin, calcium pont-
cdlin, poteacium penicillin; pyro-.
gens.

141.4 Sodlum penicillin, calcium penicil-
iun, potam.lum penicillin; tos-city.

111.5 Ecdlum penicillin, calcium peni-
cilln, pota-.4um penicilln; mois-
ture, pH, carlty, cry.tllinity and
beat ,tabillty.

141. Sodium pentcillin, calcium penicll-
un. pota-rlum penicillin; pent-
cillin X.
(Continued on p. 2217)
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See.141.7 Penicillin in oil and wax.

141.8 Penicillin ointment.
141.9 Tablets buffered penicillin.
141.11 Penicillin. with aluminum hydrox-

Ide gel.
141.12 Penicillin troches.
141.13- Penicillin dental cones.
14.14 Penicillin with vasoconstrictor.
141.15 Penicillin for surface application.
141.16 Tablets alum precipitated penicillin.
141.17 'Penicillin sulfonamide powder.
141.18 Penicillin vaginal suppositories.
141.19 Buffered crystalline penicillin.
141.20 Capsules buffered penicillin with

pectin hydrolysate.
141.101 Streptomycn sulphate, streptomy-

cin hydrochloride, streptomycin
phosphate, streptomycin trlhy-
drochloride calcium chloride;
potency.

.141.102 Streptoniycin sulphate, streptomy-
cin hydrochloride. streptomycin
phosphate, streptomycin trhy-
drochlorlde calcium chloride;
sterility.

141.103 Streptomycin sulphate, streptomy-
ciii hydrochloride. streptomycin
phosphate, streptomycin trlhy-
drochloride calcium chloride;
toxicity.

141.104 Streptomycin sulphate, streptomy-
cin hydrochloride, streptomycin
phosphate, streptomycin trihy-
drochlorlde calcium chloride;
pyrogens.

141.105 Streptomycin sulphate, streptomy-
clin hydrochloride, streptomycin
phosphate. streptomycin trihy-
drochloride calcium chloride;
histamine.

141.106 Streptomycin sulphate, streptoioy-
cin hydrochloride, streptomycin

phosphate, streptomycin trihydro-
chloride calcium chloride; mols-
ture, pH, and clarity.

Aoosnr=: §§ 14L1 to 141.106, inclusive,
Issued under sec. 507, 52 Stat. 1040 as
amended by 59 Stat. 463 and Pub. Law 16,
80th Cong., 1st Sess.; 21 U. S. C. and Sup. 357.

§ 141.1 Sodium penicilli, calcium
penicillin, potassium penicillin; po-
tency-(a) Cylinders (cups). Use stain-
less steel cylinders with an outside diam-
eter of. 8 mm. (±0.1 mra.), an inside
diameter of 6 mm- (±0.1 -m.), and a
length of 10 mm. (±0.1 m-m.).

1b) .Culture media. Use ingredients
that conforni to the standards prescribed
by the U. S. P. or N. F. (1) Alake nutri-
ent agar for the seed layer and for carry-
less steel cyliners with an outside diam-
Ing the test organism-as follows:
Peptone - - 6.0 gin.
Pancreatic digest of'casein_ .... 4.0 gin.
Yeast extract-. 3.0 gin.
Beef extract ............ 1.5 gin.
Glucose - - ------------- 1.0 gin.
Agar ... . - - 15.0 gn.
Distillecl water, q. s------ 1,000.0 ml.
pH 6.5 to 6.6 after sterilization.

"(2) Make nutrient agar for the base
layer as "follows:
Peptone 6.0 gin.
Yeast extract ----..-----.. 3.0 gi.
Beef extract -------- 1.5 gn.
Agar 15.0 gi.
Distilled water, q. s 1,000.0 ml.
pH 6:5 to 6.6 after sterilization.

(3) Make nutrient broth, for prepar-
ing an inoculum of the test organism, as
follows:
Peptone ------- -- ............- 5.0 gm
Yeast extract- - - - 1.5 gin
Beef extract ------------------ 1.5 gi.

FEDERAL REGISTER

Sodium chloride------ 3.5 Cm.
Glucose 1.0 gi.
Dipotas-lum phosphate -..... 3.3 gin.
Potazslum. dlhydrczca phbc-

phato - 1.32 gm.
Distilled water, q. o._ 1,Q.0 Sm.
pH 7.0 after cterilLzatlon.

In lieu of preparing the media from
the Individual ingredients specifled In
paragraphs (b) (1), (2), and (3) of this
section, they may be made from a de-
hydrated mixture which, when recon-
stituted, with distilled water, has the
same composition as such media. Minor
modification of the individual Ingredi-
ents specified in paragraphs (b) (1),
(2), and (3) of this section are per-
missible If the resulting media poe
growth promoting properties at least
equal to the media described.

(c) Working standard. Keep the
working standard (obtained from the
Food and Drug Administration) in
tightly stoppered vials, which In turn
are kept n larger stoppered tubes con-
taining anhydrous calcium sulfate, con-
stantly in the refrigerator at 15( C. (590
F.) or below. Weigh out carefully in
an atmosphere of 50 percent relative
humidity or less between 4 and 5 m-. of
the working standard and dilute with
sterile 1% phosphate buffer (pH 6.0) to
make a stock solution of any convenient
concentration. Keep this solution at a
'temperature of about 100 C., and use for
one day only. From this stock solution
make appropriate working dilutions.

(d) Preparation of sample. Dlszolve
aseptically, in sterile distilled water, the
sample to be tested to make an appro-
priate stock solution.

(e) Preparation of plats. Add 21 mL
of agar to each Petri dish (20 x 100 mm.).
Distribute the agar evenly In the plates
and'allow It to harden. Use the plates
the same day they are prepared. The
test organism is Staphylococcus aureus
(F. D. A. 209-P) or (9144) American
Typg Culture Collection. Maintain the
test organism on agar slants and transfer
to a fresh agar slant about once a week.
Prepare an inoculum for the plates by
transferring the culture from the agar
slant Into broth and incubate at 37Q C.
From 16 to 24 hours thereafter add 2.0
mL of this broth culture to each 100 ml.
of agar which has been melted and
cooled to 480 C. Mi% the culture and
agar thoroughly and add 4 ml. to each
of the plates containing the 21 mL of the
uninoculated agar. Tilt the plates back
and forth to spread the inoculated agar
evenly over the surface. Porcelain covers
glazed on the outside are used. Place
four cylinders on the agar surface so that
-they ara at approximately 900 intervals
on a 2.8 cm. radius. In so placing the
cylinders drop them from a height of ,
inch, using a mechanical guide or device.
A suspension of the test organism may be
used In place of the broth culture de-
scribed above in preparing the inoculum
for the seeding of plates. Prepare such
suspension as follows: Wash the organ-
Isms from an agar slant which has been
incubated for 24 hours at 370 C. and
stored for 24 hours at room temperature
with 2.0 mL of sterile physioloaical sa-
line onto a large agar surface such as
that provided by a Roux bottle contain-
ing 300 ml. of agar. Spread the suspen-

slon of organisms over the entire agar
surface with the aid of sterile glaqs
beads. Incubate 24 hours at 37' C. and
store for 24 hours at room temperature.
Wash the resulting growth from the agar
surface with about 50 ml. of sterile physi-
ological saline. Standardize this sus-
pension by determining the dilution
which will permit 205a light transmis-
sion through a filter at 6500 Angstrom
units In a photoelectric colorimeter.
Add 1.5 to 2.0 ml. of this resulting dilu-
tion to each 10 ml. o agar which has
been melted and cooled to 43* C. to pre-'
pare the Iuaculum for the plates. The
suspension may be used for one week.

(D Assay. Use four plates for each
sample. El one cylinder on each plate
with a 1.0 unit per ml. dilution, and one
with a 0.25 unit per ml. dilution, of the
working standard. Add the estimated
dilutions of 1.0 unit per ml. and 0.25
unit per ml. of the sample under test
to the remaining 2 cylinders on each
plate. Carefully place the plates in
racks and incubate 16 to 18 hours at
37' C. After incubation measure the
diameter of each circle of inhibition to
the nearest 0.5 -mm. using a colony
counter with a mm- scale etched into
the supporting glass over the ight
source. Other measuring devices df
equal accuracy may be used.

(g) Estimation of potenzcy and error.
(1) Use the accompanying chart (Chart
1) and nomograph (Chart 2) for esti-
mating the potency and its error. To
use the chart for estimating potency
two values, namely, V and W, are re-
quired. For each plate calculate two
values. r.= (UL.+U) - (n

and 4
z= (UH+sH) - (tzL+sL)

where so and s.. are the diameters of the
zones of inhibition in m. of the 1.0
unit and 0.25 unit dilutions of the stand-
ard, respectively, and ua smd ua refer
similarly to the corresponding dilutions
of the sample under test- The value V
Is the sum of the v values for all plates
and W Is the sum of the w values for
all plates. Ta estimate the potency lo-
cate the point on the chrt correspond-
ing to the values of V and W, and the.
potency can be read from the radial
lines on the chart.

(2) The error of the assay is estimated
by using the nomo.raph which requires
five values, namely, the potency. V. W,
Rv,andRw. Ru (therangeofthev's) is
the highest value of v minus the lowest
value of v obtained from the individual
plates. Similarly, wm Is the difference
between the highest and lowest w values.
After obtaining these five values, connect
with a straight edge the pormts corre-
spdnding to v and w on the respective
scales on the right side of thenomograph.
Mark with a pin or sharp-pointed pencil
the intersection of the straightedge and
the diagonal line of the nomnograph.
Move the straightedge so that it connects
the value of Rzo on its scale and the di-
agonal line at the point of the pin. The-
value for Q is thus determined by the
scale value where the straightedge
cro.ses the line labeled "q', T is ob-
tained by adding the squares of. Q and
Rv. On the left side of the chart con-

217
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nect the values of T and W with the
straightedge and read the value, of the
ratio (error of assay-potency) where the
straightedge intersects the scale of values
for the ratio. This value multiplied by
the notency equals the percentage error
of the assay. The error of the assay cal-

culated here estimates only how closely
one assayist can check himself on any
given set of dilutions of unknown and
standard. It does not include any errors
of weighing or errors due to variations
in materials or subdiVisions of a lot of
penicillin.

TIMM) (UL S=)] W

The chart foi determining potency
should not be used for determinations
of potency lower than 50% or higher
than 150% of the standard. If the po-
tency lies outside these limits, the assay
should be repeated using a higher or
lower dilution.' The radial lines on the
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chart beyond these limits permit a rough
estimation of potency from as low as
5% to as high as 1,000% when low values
of W are found. If the value of V or
W falls outside the limits of the chart,
divide both V and W by the same proper
number to bring them into the range of
the chart and read the potency from
the radial lines as before. If 11.4 Rw
is greater than W, the slope of the assay
does not differ significantly from zero
and the assay is invalid. (The figure
11.4 'was obtained by use of Student's"'t" test for determining the significance
of a slope.)

In certain laboratories it has been
noted that -with the 4 to 1 ratio, in-
volving concentrations of 0.25 unit 'for
the low dose, the zone Pf inhibition given
by this dose may either be too small for
accurate reading or have edges which
are poorly defined. In order to permit
the use of a higher concentration of
Penicillin forthe low dose the third of
the attached charts (Chart 3) may be
used in essays in which the ratio of
doses is.2 to 1,1. e., the high dose (sH)
is twice the low dose (s). As in the
preceding chart (Chart 1), if the potency
lies outside the limits of 50% to 150%
the assay should be repeated, using a
lower or higher dilution. The potencies
beyond these limits are to be used for
arough estimation purposes only. These
emxtensions can also be used for four (or
more) plate-assays if both V and W are
divided by the same proper number to
bring-Jhem into the range of the chart.
The error of the assay using the .ratio
of doses 2 to 1 is estimated by using the
nomograph (Chgt 2) in the same man-
ner as described'for the 4 to 1 ratio of
doses. However, the resultant error of
the assay -derived in this manner must
be divided by 2 to give the correct error
-of the assay for the 2 to 1 ratio of doses.
(h) The potency of a sample may also

be determined by the standard curve
technique using a single dose of stand-
ard and unknown.

Dilute the sample to be tested to 1.0
unit per ml. (estimated) in 1% phos-
phate buffer pH 6.0. Place six cylinders
on the inoculated agar surface so that

-they are at approximately 600 intervals
on a 2.8 cm. radius. Use three plates for
each sample. Bill 3 cylinders on each
plate with the 1.0 unit/ml. standard and
3 cylinders with the 1.0 unit/ml. (esti-
mated) sample, alternating standard
and sample. Incubate the plates for 16
to 18 hours at 37, C. and measure the
diameter of each circle of inhibition. At
the same time prepare a standard curve
'using concentrations of the standard of
0.6, 0.7, 0.8, 0.9, 1.0, 1.1, 1.2, 1.3, 1.4, and
1.5 -units/ml. in sterile 1% phosphate
buffer pH 6.0. Use three plates for the
'determination of each point on the
curve, a total 'of 27 plates. On each of
three plates fill 3 cylinders with the 1.0
-mit /ml. standard and the other 3 cylin-
ders with the concentration under test.

) - Thus there will be 81 one unit determi-
nations and 9 determinations for each of

o the otter points on the curve. After
the plates have incubated read the diam-
eters -of the circles of inhibition. Aver-
age the readings of 1.0 unit/mi. concen-
tration and the readings of the point

tested for each set of 3 plates and aver-
age also all 81 readings of the 1.0 unit/m].
concentration. The average of the 81
readings of the 1.0 unt/m i. concentra-
tion is the correction point for the curve.
Correct the average value obtained for
each point to the figure it would be if
the 1.0 unit/mi. reading for that cet of
three plates were the same as the cor-
rection point. Thus,, if in correcting
the 0.8 unit concentration, the average
of the 81 readings of the 1.0 unit con-
centration is 20.0 rm., and the average
of the 1.0 unit concentration of this set
of 3 plates Is 19.8 mm., the correction
is 0.2 mn If the average reading of the
0.8 unit concentration of these same 3
plates is 19.0 mm. the corrected value Is
then 19.2 mm. Plot these corrected
values including the average of the 1.0
unit/mi. concentration on 2 cycle smi-
log paper using the concentration in
units per ml. as the ordinate (the loga-
rithmic scale) and the diameter of the
zone of inhibition as the absclssa. Draw
the standard curve through these points.
The 10 points selected ta determine the
curve are arbitrary and should be so
chosen that the limits of the curve will
fill the needs of the laboratory. However
the potency of the sample under test
should fall in the interval of from 70%
to 150% of the correction point of the
standard curve.

To estimate the potency of the sample
average the zone readings of the stand-
ard and the zone readings of the sample
on the three plates used. If the sample
gives a larger average zone size than the
average of the standard, add the differ-
,ence between them to the 1.0 unit zone
on the standard curve. If the average
sample value Is lower than the standard
value, subtract the difference between
them from the LO unit value on the
curve. From the curve read the po-
tencies corresponding to these corrected
values of zone sizes.

(I) The potency of sodium penicillin,
calcium penicillin, and pot=J.ninm p,.n-
cdln is satisfactory when n-.ayed by the
methods descrlbrd in this section If the
immediate containers are rcpre:nted-to
contain:

200,000 units or les and contain 85%
or more of the number ofi/mits so repre-
sented;

More than 200,000 units and contain
90% or more of the units so rEpresented.

§ M.2 Sodium penicillin, calcium
penicillin, potasium pcnicflli,; stcril-
ity-(a) Culture medium. Use U. S. P.
fluid thioglycollate medium I or a de-
hydrated mixture which, when recon-
stituted with distilled water, has the
same composition as such medium and
has growth-promoting, buffering, and'
oxygen tension controlling properties
equal to or better than those of such
medium.

In the preparation of the medium,
'from either the individual ingredients
or any dehydrated mixture, avoid con-
tamination with calcium.

b) Conduct of test Dissolve the
sample to-be tested in sufcient sterile,
freshly prepared solution of 1:300 hy-
droxylamine hydrochloride, adjusted to
pH 6.0 with sodium hydroxide, so that
each ml. contains approximately 5.000 to

10003 units. Shake vigorously. Let
stand one hour, transfer 1 mi. asepti-
cally to each of four tubes containing
15 ml. of fluid thioglycollate medium.
Inoculate one of these tubes with 1.0 mi.
of a 1:1000 dilution of an 18 to 24 hour
broth culture of S. aureus 203--P, and
incubate all four tubes for four days
at 37' C. The inoculated tube shoud
show growth at the end of four days;
if so and no other tuba shows growth,
the sample is sterile.

§ 141.3 Sodium penicillin, carciunz
penicilln, potassim pen ictlhZi; pijto-
gcns--(a) Test animal. Use healthy
rabbits, weighing 1,500 gin. or more,
which have been maintained for at Ieast
oni week on a uniform, unrestricted diet
and have not lost weight durin- this pe-
riod. For subsequent tests, animal
utitized for previous tests may be used
after . rest period of not less than two
days. Use a clinical rectal thermometer
after It ha- been tested in a rabbit to
determine the time required to reach
maximum temperature. (Other record-
ing devices of equal sensitivity are ac-
ceptable.) Insert the thermometer or
other recording device beyond the inter-
nal sphincter and -alow it to remain a
sumicent time to reach maximum tem-
perature as determined above. Make
four rectal temperature readings on each
of the4 animals to be used in the test at
2-hour intervals, I to 3 days before such
use (this may be omitted for any anial
that has been used in such tests during
a preceding period of two _weeks).
House the test animals in individual
cages and protect them from disturb-
ances likely to cause excitement. Exer-
cise particular care to avoid exciting the
animals on the day of taking the control
temperptures and on the test day. Ma i-
tain the animal in an environment of
uniform temperature (J5 ° F.) at all
times.

(b) Conduct of test. Heat all syringes
and needles tobe usedin amunefurnace
at 2500 C for not less than 30 minutes
ti render them pyrogen-free and sterile.
Perform the test in a room held at the
same temperature as that in which the
'animal are housed. During the test re-
strain the anial in individual stole.
Withhold all food from one hour before
the first temperature reading until after
the final reading of the day. Take a
control temperature reading not more
than 15 minutes 9fter the animal is re-
moved from the ca-ge. Usethree anima
for each test, but do not use those vth
control temperatures of 38.8' C. or under
and 39.90 C. or over. Dilute the sample
with pyrogen-free, sthrile, distiled water
to a concentration of 2,000 units per nil.
and warm to approximately 370 C. In-
ject 2,000 units (estimated) per kg. of
rabbit intravenously through an ear vein.
within 15 minutes subsequent to the con_
trol temperature reading. Read temper-
atures one hour after injection and each
hour thereafter until three readings have
been made. The sample is non-pyrO-
genie if when so tested no animal shows
a rise In any of the temperature read-
ings, after injection, of 0.6' C. or more
above the control temperature of such
animal. If only one animal sho=, such a
rkse in temperature, or if the u= of the
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temperature rises of the three animals
exceeds 1.40 C., repeat the test on five
additional animals. The sample is non-
pyrogenic If not more than one of these
five animals shows a rise in temperature
of 0.60 C. or more above the control tem-
perature of such animal.

§ 141.4 Sodium penicillin, calcium
penicillin, potassium penicillin; toxicity.
Inject intravenously each of five mice,
within the weight range of 18 to 23
grams, with 0.5 ml. of a solution of the
sample prepared by diluting with sterile
distilled water to approximately 4,000
units per ml. The injection should be
made over a period of not more than
5 seconds. If no animal dies within 48
hours, the sample is nontoxic. Ifone
or more animals Adte within 48 hours,
repeat the test with five unused mice
weighing 20 grams (±1-0.5 gin.) each; if
all animals survive the repeat test, the
sample is nontoxic.

§ 141.5 Sodium penieaillin, calcium
penicillin, potassium penicillin-(a)
Moisture. In an atmosphere of about
10% relative humidity, transfer 30 to
50 mgm. of the finely powdered sample
to a tared\weighing bottle or weighing
tube equipped with a capillary-tube
stopper, the capillary having an inside
diameter of 0.20 to 0.25 mm. Weigh
the bottle or tube and place it in a
vacuum oven, without removing the
stopper and dry at a temperature of 600
0. and a pressure of 5 mm. of mercury
or less for three hours. At the end of.the
drying period, fill the vacuum oven with
air dried by bubbling it through sul-
furic acid; place weighing bottles or
tubes in a desiccator over phosphorous
pentoxide, allow to cool to room tem-
perature, and reweigh. Divide the loss
in weight by the weight of the sample
and multiply by 100 to obtain the per-
centage of moisture.

(b) pH. Dilute the sample to be
tested with carbon dioxide-free distilled
water so that the resulting solution con-
tains 5,000 to 10,000 units per ml. I e-
termine the pH of this solution at 2505C.
using a pH meter equipped with a glass
and a calomel electrode.

(c) Clarity. Add to the sample by
means of a thoroughly cleansed hypo-
dermic needle and syringe enough of
the diluent to produce a solution con-
taining 5,000 to 10,000 units per ml.
The resulting solution must be substan-
tially free of any turbidity or undis-
solved material which can be detected
readily without accessory magnification
(except such optical correction as may
be required to establish normal vision),
when the solution Is examined against
a black and white background with a
bright light from a 100 watt lamp or
equivalent lighting after holding at 15"
C. (590 F.) or less for 48 hours.

(d) Microscopical test for crystallinity
o1 sddium penicillin and potassium peni-
cillin. Mount in mineral oil and ex-
amine by means of a polarizing micro-
scope. Crystalline penicillin shows re-
solvable particles which reveal the
phenomena of birefringence (interfer-
ence colors) and extinction positions on
revolving the microscope stage. Crys-

talline penicillin also reveals diagnostic
refractive indices when examined by the
immersion method.

(e) Stability of crystalline penicillin.
Store a weighed sample (approximately
30 mg.) of crystalline penicillin in an un-
stoppered 50 ml. Erlenmeyer flash for 4
days in an electric oven at 100 q- C. ±10.
At the end of this period it does not show
a loss of more than 10% of its original
potency when determined as follows:
Dilute a weighed sample (approximately
30 mg.) with 1% phosphate buffer at pH
6.0 to a concentration of approximately
1.2 mg./ml. (2,000 units/ml.). Add 2.0
ml. aliquots to each of two 125 ml. glass
stoppered Erlenmeyer or iodine flasks.
To one add 2.0 ml. of IN NaOH and allow
to stand at room temperature for 15 min-
utes. At the end of this time add 2.0 ml.

Percent loss of joteney=Original ass

(f) Crystalline penicillin G-(1) Re-
agents. The reagents described in sub-
divisions (i), (ii), and (Ii) of this sub-
paragraph are freshly prepared every
three days and are of such quality that
when used in this. procedure with a
known penicillin G not less than 97 per-
cent of penicillin G is recovered.

(i) Ainyl acetate solution. Saturate
the amyl acetate with the N-ethyl piperi-
dine salt of penicillin Gby-adding 2 mg.
of the salt for each 1 ml. of the solvent.
Cool this solution to G° to 80 C. and filter
by drawing it through a plug of cotton
on the tip of a pipette immediately be-
fore use.

(ii) Acetone solution. Saturate re-
agent grade acetone with the N-ethyl
piperidine salt of penicillin G using 3 mg.
of salt for each 1 ml. of acetone. Cool
this solution to 0* to 8 ° C. and filter by
drawing it through a plug of cotton on
the tip of a pipette immediately before
use.

(III) N-ethyl piperidine solution, N-
ethyl piperidine should be stored in
brown bottles in a refrigerator. Dilute
1.0 ml. of this reagent with 4.0 ml. of
amyl acetate. Saturate this solution
with the N-ethyl piperidine salt of peni-
cillin G using about 3 mg. of the salt for
each 1.0 ml. of 'solution. Cool this solu-
tion to 0° to 80 C. and filter by drawing
it through a plug of cotton on the tip of
a pipette immediately before use.

(iv) Phosphoric acid solution. Pre-
pare by dissolving 1.0 ml. of reagent
grade phosphoric acid (85%) in 4.0 ml.
of water. Cool to 00 to 80 C. and shake
before using.

. (v) Sodium sulfate. Use powdered
anhydrous reagent grade sodium sulfate.

(2) Procedure. Add 4 ml. of distilled
water for each 200,000 units or 120 rg.
of the sample to be tested. Pipette a
2.0 ml. aliquot into a glass test tube
of about -10 ml. -capacity and cool to 00
to 50 C. Add 2 m. of the amyl acetate
solution and 0.5 ml. of the phosphoric
acid solution, stopper and shake vigor-

of 1.2N HC1 and add 10.0 mi. of 0.01N Ta
(prepared from 0.1N 12 U. S. P.). (Equal
volumes of IN NaOH and 1.2N HC1 when
mixed give pH 1.0). After 15 minutes
titrate the excess iodine using 0.01N
Na-SO 8 (prepared from 0.1N Na.S9O4 )
standardized accrately against potas-
sium Iodate. Toward the end of the
titration add approximately 5 mi. of CC,.
Continue the titration by the addition of
0.01 to 0.02 ml. portions of the 0.01N
Na.S2 O3 shaking vigorously after each
addition. The end-point is reached
when the CC14 layer becomes colorless.
To the second flask add 10 ml. of the
0.01N L and titrate immediately with
0.01N Na:S..O3 for the blank determina-
tion. Regard the difference in titers di-
vided by 2.52 as the milligrams of peni-
cillin sodium salt.

ay-Assay after 4 days at 100 C X100
Original assay

ously for approximately 15 seconds.
Centrifuge to obtain a clear separation
of the two layers (approximately 20 sec-
onds). After centrifuging remove as
much of the amyl acetate layer as pos-
sible (usually about 1.7 to 1.8 ml.) with
a 2 ml. hypodermic syringe equipped
with a suitable needle. Place about 0.1
gin. of the sodium sulfate in a micro
filter funnel (approximately 10 mm. di-
ameter) having a fritted glass disc of
medium porosity and add the amyl ace-
tate solution from the hypodermic syr-
inge. Collect the filtrate by suction
in a small test tube which has been
placed in a suction flask. Surround suc-
tion flask with cracked ice. Pipette a
1.0 ml. aliquot of the amyl acetate fil-
trate into a tared flat bottom glass tube
(approximately'15 x 50 mm.) contain-
ing 1.0 ml. of the acetone solution and
0.5 ml. of the N-ethyl piperidine solu-
tion. The time elapsing between acidi-
fication and the addition of the filtrate
to the above reagents should not be more
than three minutes. Place the glass
tube containing this mixture in a large
weighing bottle, stopper the bottle and
allow to stand for not less than 2 hours
in a refrigerator at 00 to 80 C. Remove
the liquid from the precipitate by means
of a tared micro filter stick and wash
with a total of 1 ml. of the acetone solu-
tion adding the latter by means of a
hypodermic syringe equipped with a fine
needle. Place the filter stick inside the
glass tube, dry under vacuum at room
temperature for not less than one hour,
and weigh. (Save all N-ethyl piperdine
penicillin G residues for saturating re-
agents). Remove a.1.0 ml. aliquot of
the original aqueous penicillin solution
and dilute to 25.0 ml. (approximately
2000 units per ml.) with 1% phosphate
buffer at pH 6.0. Using 2.0 ml. aliquots
of this dilution, determine the amount
of penicillin in the original solution in
mg./ml. by the iodometric assay pro-
cedure described in paragraph (o) of
this section.

eWt. In mg. N-ethyl piperldine penicillin precipitate X 169.3PereentV of penicillin G =.
Milligrams of penicillin in 2.0 ml. of original solution

Determine the potency of crystalline (g) Penicillin IC content. Determine
penicillin G by the method prescribed In the content of penicillin It by the fol-
paragraph (e) of this section. lowing method:
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Friday, April 4, 1947
0 Dilute a weighed sample or the con-

tents of a vial with 0.3 M phosphate
CNa2 EPO, and KEPFOJ buffer pH 6.0
to give a solution containing approxi-
mately 1,000 units/ml. In the case of
calcium penicillin where a precipitate of
calcium phosphate occurs, remove the
precipitate by filtration and use the clear.
filtrate. Place a 15.0 ml. aliquot of this
solution in a 125 ml. separatory funnel,
add 30.0 ml. of chloroform U. S. P. and
shake for one -minute. (Carry out all
operations at room temperature.) Al-
low the mixture to stand with occasional
stvirling to settle the droplets of chloro-
form until the top layer is clear (usually
about 10 minutes). Draw off all but
about 2 ml. of the lower chloroform layer
thru a small pledget of cotton into a
glass stoppered flask Take a 4.0 ml.
aliquot of the original solution, a 4.0 ml.
aliquot of the buffer solution remaining
in ie separatory funnel and a 10.0 ml.
aliquot of the chloroform solution and
determine the mg./ml. of penicillin in
each by the iodometric assay procedure
described in paragraph, (e) of this sec-
tion -using 4.0 ml. of the IN NaOH and
4.0 ml. of the 12N HCI for each of the
above aliquots. Make blank determina-

-tions on the same size aliquots. Cal-
culate the percent penicilnin the buffer
iayer and in the chloroform layer as
compared to the original solution. The
sum of these percentages should be
100%:t2%. The percent penicillin X=
(96.92-% in chloroform--% in buffer)
XI.67. (The factors in the above for-
mula are based on distribution coeffi-
cients of penicillin K and G between
chloroform and aqueous phosphate buf-
fer at pH 6.0.)

§ 141.6 Sodium penicillin, calciuM,
penicillin, potassium penicillin; penicil-
Wn X. Dissolve the contents of a 100,000
unit ampul in about 20 ml. of ice cold
distilled water. Transfer quantitatively
to a 100 -ml.volumetric flask, rinsing the
ampul with small portions of ice cold
water andmake to 100 m]. Pipette a 50.0
ml. aliquot into a 125 mL separatory
funnel, then add50.0 ml. of cold chloro-
form and shake the mixture.- Add an
amount of approximately IN'H:SO, to
bring the pH of the aqueous layer to 2.0.
(The amount of IN H.SO, to be added is
calculated by titrating a separate 5.0 ml.
aliquot of the 100 ml. dilution to pH 2.0
using u suitable pH meter.) Shake the
mixture vigorously, for one minute. Al-
low the layers to separate and filter the
chloroform through a small pledget of
cotton, moistened with chloroform, into
a second 125 ml. separatory funnel.
Shake the acid aqueous solution with a
second 50.0 ml. of cold chloroform and,
when the layers have separated, with-
draw the chloroform through the same
filter into the second separatory funnel.
Immediately neutralize the acid aqueous
solution, containing the penicillin 'Z,
with .lN NaOH to pH 6.5 to 7.0 using
the pH meter and make to 100 ml. with
water. Make appropriate dilutions in
1% phosphate buffer at pH 6.0 and as-
say -as ,dirpcted in § 141.1 (f) or (h).
Shake 'the combined chloroform ex-
tracts, containing any penicillin G, etc.,
with small successive portions of cold
NaHCO. solution (0.1%), until the com-
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bined NaHCO, extracts Give a pH of 7.0,
and make to 100 ml. with water. Llake
the proper estimatcd dilutions in 1%
phosphate buffer at pH 0.0. Assay these
last dilutions as directed In § 141.1 Mf)
or (h). The potency of the penicillin
X fraction plus potency of the penicillin
G, etc., fraction should approximte
that of the potency of the original Eolu-
tion. All of the above extractions should
be carried out In a cold room.

§ 141.7 Penicillin in ol and wax-a)
Potency. Proceed as directed In § 141.1
except paragraph (I) thereof and, in
lieu of the directions in paragraph d),
of § 141.1, preparead sample as followa:

Liquefy the sample by warming, thor-
oughly mix, and withdraw 1.0 ml. using
a sterile syringe equipped with an 18
gauge needle. Transfer to a separatory
funnel containing approximately 50 ml.
of peroxide-free ether. Shake the cep-
aratory funnel vigorously to bring about
complete mixing of the material with the
ether. Shake with a 25 ml. portion of
1% phosphate buffer at pH 6.0. Remove
the buffer layer and repeat the extrac-
tion with three 25-mL. quantities of
buffer. Combine the extracts and make
the proper estimated dilutions in 1%
phosphate buffer at pH 6.0. If the label
represents the potency of the penicillin
in oil and wax as 200.000 unit- per ml.
or less, it is satisfactory If It is 85% or
iore of the potency so represented: If
represented as more than 200.000 units
per ml., it is satisfactory if it Is 90%
or more of the potency zo reprezented.

b) Sterility. Proceed as directed in
§ 141.2, except that sulilcient penicillin-
ase Is added to the thioglycollate medium
to inactIve the penicilin added in the

.test and, in lieu of the directions in the
first three sentences of paragraph (b)
of § 141.2, proceed as follows:

Liquefy the snmle by warming and
add aseptically approximately L0 ml. to
9.0 ml. of sterile warm cottonseed oil.
Shake vigorously. Transfer 10 ml. ""ep-
tically to each of four tubes containing
15 ml. of fluid thloglycollate medium with
added penlclilinase.

c) Moisture. Weigh 1.0 (±0:.2) gin.
of the sample into a shallow moisture
dish. Dry to constant weight in a vac-
uum oven at a uniform temperature not
less than 200 C. nor more than 250 C.
above the boiling point of water at the
working presure, which does not exceed
100 mm. of mercury. Constant weight
is attained when succeA-zve dryings for
1 hour periods show additional loss of
not more than 0.1%. Cool the sample
in an efficient desiccator for 30 minutes
before rewelghing.

§ 141.8 Penicillin ointment-a) Po-
tency. Proceed as directed In 9 141.1, ex-
cept paragraph (I) thereof, and, in lieu
of the directions in paragraph d) of
§ 141.1 prepare the sample as follows:

Accurately weigh the tube and con-
tents and squeeze 0.5 to 1.0 gn. Into a
separatory funnel containing approxi-
mately 50 ml. of peroxide-free ether. Re-
weigh the tube to obtain weilt of oint-
ment used In the test. Shake ointment
and ether until homogeneous. Shake
with a 25 ml. portion of 1% phosphate
buffer at pH 6.0. Remove the buffer
layer and repeat the extraction with
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three25 ml. quantities of buffer. Com-
bine the e-tracts and make the proper
estimated dilutions in 1% phosphate buf-
fer at pH 6.0. The potency of penicillin
ointment is satisfactory if it contains
not lezs than 85% of the number of units
per gram It is represented to contain.

tb) Moisture Proceed as directed in
141.7 (c).
(c). Microorganism count. Prepare

nutrient agar as directed in § 141.1 kb)
(1). Cool to appoximately 43 C. and
add sufliclent sterile penicillinase solu-
tion so that each 20 ml. wl contain
enough to completely Inactivate the
amount of penicillin contained in the
sample under test. Pour 20 mL. of the
agar-penicllinase mixture into Petri
dishes and alloy' to harden. The Patri
dishes are warmed to 37' C. just bafore
use. Accurately weigh the tube and
contents, place in incubator at 37' C.
for one hour. then squeeze from 0.1 to
0.5 gin. of the ointment onto the agar
surface. Rew elght tube to obtain weight
of ointment used In test. Spread the
okntment evenly over the surface of the
aga with a sterile glass rod, invert, and
place in a 37* C. incubator for 43 hours.
Count the number of colonies appear-
Ing on the plates and calculate there-
from the number of viable microrgan-
Isms per gin. of ointment.

§ 141.9 Tablets buffered penicUlin-
(a) Potency. Proceed as directed in
§ 141.1, except paragraph (I) thereof
and, in lieu of the directions in pa-
graph d) of § 141.1,'prepare sample as
follows:

Place 12 tablets in a mortar and add
approximately 20 ml. of 1% phosphate
buffer at pH 6.0. Disintegrate the tab-
lets by grinding with a p ste. Transfer
with the aid of small portions of the
buffer solution to a 500 ml. volumatric
fi-uf and make to 500 ml. by adding suf-
ficient phosphate buffer. Make the
proper estimated dilutions in 1% phos-
phate buffer at pH 6.0. The average
potency of tablets buffered penicM-fr is
satisfactory It It contains not less than
85% of the number of units per tablet
It Is represented to contain.

b) Masture. Proceed as described in
§141.5 (a).

§ 141.11 Penicillin with aluminum hy-
droxide gel-(a) Sodium penicillin, cal-
cium pcnicwin, potassium paniLiin.
Proceed as directed in §§ 41.1, 141.2,
141.4, and 141.5 (a) and (b), and if
crystalline penicillin, Cd. Ce), and (g),
and If crystalline penicllin G, CD.

b) Aluminum hydroxide gel. Thor-
oughly shake the aluminum hydroxide
gel and transfer aseptically 1.0 and 0.1
ml. portions In triplicate to sterile Petri
dishes. Pour into each Petri dish 20 mL
of nutrient agar, described in, § 141.1 (b)
(1), which has been melted and cooled
to 48 C. Thoroughly mix the aluminum
hydroxide and melted agar. Allow the
agar to solidify, invert the Petri dishes,
and- incubate for 48 hours at 371 C.
Count the number of colonies appearing
ontheplatesandcalculate therefrom the
number of viable bacteria per ml. of the
aluminum hydroxide gel.

§ 141.12 Penicillin troche&-(a) Po-
tency. Proceed as directed in § 141.1 ex-
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cept paragarph (i) thereof and, -in licu
of the directions in paragraph (d) of
§ 141.1, prepare sample as follows:

If the troche does not contain a mas-
ticatory substance, proceed as directed
in § 141.9 (a). If the troche contains a
masticatory substance, place five troches
in a separatory funnel containing 75 ml.
of n-hexane; shake until the troches are
-dlsolved. Shake with a 25 ml. -portion
of 1% phosphate buffer at pH 6.0. Re-
move the buffer layer and repeat the ex-
traction with three 25 ml. quantities of
buffer. Combine the extracts and make
the proper estimated dilutions in 1%
phosphate buffer at pH 6.0, The aver-
age potency of the troche is satisfactory
if it contains not less than 85% of the-
numbe" of units per troche it is repre-
sented to contain.

(b) Moisture. Proceed as directed in
§ 141.5 (a) or if it contains a masticatory
substance as directed in § 141.7 (c).

§ 141.13 Penicillin dental cones-(a)
Potency. Proceed as directed in § 141.1,
except paragraph (i) thereof and, in
lieu of the directions In paragraph-(d)
of § 141.1, prepare sample using 5 cones
as directed in § 141.9 (a). The average
potency of the cone is satisfactory if it
contains not less than 85% of the num-
ber of units per cone it is represented to
contain.

(b) Microorganism count. Accurately
weigh from 3 tQ 5 cones in a small test
tube and add sufficient sterile penicillin-
ase, contained in a total volume of 2 ml.
to Inactivate the penicillin present. Let
stand one hour. Thoroughly shake the
mixture and transfer, aseptically, the
entire amount to a sterile Petri dish.
Pour Into the Petri dish 20 ml. of nutrient
agar, described in § 141.1 (b) (1) which
has been melted and cooled to 480 C.
Thoroughly mix, allow the agar to solidi-
fy, invert the Petri dish, and incubate
for 48 hours at 370 C. Count the num-
ber of colonies ap'aring on the plates
and calculate therefrom the number of
viable microorganisms per gm.

(c) Moisture. Proceed as directed in
§ 141.5 (a).

§ 141.14 Penicillin with vasoconstric-
tor-(a) Calcium Penicillin. Proceed as
directed in §§ 141.1, 141.2; 141.3, 141.4,
and 141.5 (a), (b), and (c).

§ 141.15 Penicillin for surface appli-
cation-(a) Potency. Proceed as di-
rected in § 141.9 (a) using the contents
of 12 immediate containers.

(b) Microorganism count. Accurately
weigh approximately 0.5 gm. in a small
test tube and add sufficient sterile peni-
cillinase contained in a total volume of
2 ml. to inactivate the penicillin present.
Let stand 1 hour. Thoroughly shake the
mixture and transfer, aseptically, the en-
tire amount to a sterile Petri dish. Pour
Into the Petri dish 20 ml. of nutrient agar,
described in § 141.1 (b) (1), which has
beeft melted gnd cooled to 48 C., Thor-
oughly mix, allow the agar to solidify,
invert the Petri dish, and incubate for
48 hours at 370 C. Count the number of
colonies appearing on the plates and cal-
culate therefrom the number of viable
microorganisms per gin.

(c) Moisture. Proceed as directed in
§ 141.5 (a).
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§ 141.16 Tablets alum precipitated
penicillin-(a) Potency. Proceed as di-
rected in § 141.9 (a).

(b) Moisture. Proceed as directed in
§ 141.5 (a).

§ 141.17 Penicillin sulfonamide pow-
der-(a) Potency. Proceed as directed
in § 141.9 (a) using the contents of 12"
immediate containers. -

(b) Moisture. Proceed as directed in
§ 141.5- (a).

(c) Sterility. Proceed as directed in
§ 141.2 ,except that sufficient penicilli-
naae is added to the thioglycollate me-
dium to inactivate the penicillih added
in the test and in lieu of the directions
in the first three sentences of paragraph
(b) of § 141.2 proceed as follows:

Suspend aseptically approximately
one-fourth of the sample to be tested
(about 0.5 gin.) into each of four tubes
containing 15 ml. of fluid thioglycollate
medium with added penicillinase.

§ 141.18 Penicillin vaginal supposi-
tories-(a) Potency. Proceed as di-
rected in § 141.1 except paragraph (i)
thereof and in lieu of the directions in
paragraph (d) of § 147.1 prepare sample
as follows:

Place 5 suppositories in a separatory
funnel containing 150 ml. of peroxide-
free ether. Shake the separatory fun-
nel vigorously to bring about complete
mixing of the material with the etlher.
Shake with a 25 ml, portioil of 1% phos-
phate buffer at pH 6.0. Remove the
buffer layer and repeat the extraction
with three 25 ml. quantities of buffer.
Combine all- extracts and make the
proper estimated dilutions in 1% phos-
phate buffer at pH 6.0. The average po-
tency of the suppository is satisfactory
if it contains not less than 85% of the
number of units it is represented to
contain.

(b) Moisture. Proceed as directed in
§ 141.7 (c) using one suppository.

(c) Microorganism count. Use four
suppositories and place approximately
one fourth of each into each of four
sterile, tared test tubes. Determine
weight of sample in each tube. Melt at
370 C. and add sufficient penicillinase
to inactivate tie penicillin in the sam-
ple. Mix thoroughly. Incubate for one
hour at 370 C. Mix thoroughly and
transfer the contents of each tube to
25 ml. of nutrient agar prepared as
directed in § 141.1 (b) (1) cooled to ap-
proximately 480 C. Mix thoroughly and
pour into sterile Petri dishes. Allow to
harden, invert and incubate at 370 C.
for 48 hours. Count the number of
colonies appearing on thePetri dish and
calculate therefrom the number of
viable microorganisms per gin. of sup-
pository.

§ 141.19,1 Buffered crystalline penicil-
lin. Proceed as directed in §§ 141.1,
141.2, 141.3, 141.4, 141.5 and 141.6.

§ 141.20 Capsules buffered penicillin
with pectin hydrolysate-(a) Potency.
Proceed 'as directed in § 141.1 except
paragraph (I) thereof and in lieu of the
directions in paragraph (d) of § 141.1
prepare samples as follows: -

Place the contents of 12 capsules and
the empty capsules into a 500 ml. vol-
umetric flask. Add approximately 200

ml. of 1% phosphate buffer at pH 6.0,
shake until the powder has dissolved
and the capsules have gelatinized and
make to 500 ml. with the phosphate buf-
fer. Make the proper estimated dilu-
tions In 1% phosphate buffer at pH 6.0.
The average potency of capsules buf-
fered penicillin with pectin hydrolysate
is satisfactory If it contains not less thart
85% of the number of units per capsule
it is represented to contain.

(b) Moisture. Proceed as directed in
§ 141.5 (a) utilizing the contents of 4
capsules.
- § 141.101 Streptomycin sulphate,

streptomycin hydrochloride, streptomy-
cin phosphate, streptomycin trithydro-
chloride calcium chloride; potency.-(a)
Cylinders (cups). Use cylinders de-
scribed under § 141.1 (a).

(b) Culture media. Using ingredients
that conform to the standards prescribed
by the U. S. P. or N. F., make nutrient
agar for the seed and base layers:
Peptone -------------------- 5.0 gin.
Beef extract ------------------ 3. 0 gin.
Agar ------------------------ 15. 0 gin.
Distilled viate q. s ---------- 1,000.0 ml.
pH 7.8 to 8.0 after sterilization.

(c) Working standard. Keep the
working standard (obtained from tire
Food and Drug Administration) con-
stantly In the refrigerator at 150 C,
(590 F.) or below In tightly stoppered
vials, which In turn are kept In larger
stoppered tubes containing anhydrous
calcium sulphate. Weigh out carefully
in an atmosphere of 50 percent relative
humidity or less appropriate amounts of
the working standard and dilute In 0.05
M potassium phosphate buffer (pH 6.0).
Keep this stock solution at a temperature
of about 150 C.;- do not use It later than
30 days after It is made.

(d) Standard curve. Prepare daily In
0.10 M potassium phosphate buffer (pH
7.8 to 8.0) a 20 mcg./ml. solution from
the stock solution described In § 141,101
(c). Transfer to ten 100 ml. volumetric
flasks, containing the same buffer, the
required quantities of this 20 mcg./ml.
solution to give 0.6, 0.7, 0.8, 0.9, 1.0, 1.1,
1.2, 1.3, 1.4 and 1.5 mcg./ml. solutions.
A total of 27 plates Is used in the prepa-
ration of the standard curve, three
plates for each solution except the 1,0
mcg./ml. solution. The latter concen-
tration is used as the reference point
and is included on each plate. On each
of three plates fill 3 cylinders with the
1.0 mcg./ml. standard and the other
3 cylinders with the concentration un-
der test. Thus there will be 81 one mi-
crogram determinations and 9 deter-
minations for each of the other points
on the curve. After the plates have In-
cubated read the diameters of the cir-
cles of inhibition. Average the readings
of. the 1.0 mcg./ml. concentration and
the readings of the point tested for each
set of 3 plates and average also all 81
readings of the 1.0 mcg./ml. concentra-
tion. The average of the 81 readings of
the 1.0 mcg./ml. concentration Is the
correction point for the curve. Correct
the average value obtained for each
point to the figure it woula be if the 1.0
mcg./ml. reading for that set of three
plates were the same as the correction
point. Thus, if In correcting the 0.8
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unit concentration, the average of the 81
readings of the 1.0 mcg./ml. concentra-
tion is 16.5 mm. and the average of the
1.0 mcg./ml. concentration of this set of
3 plates is 16.3 mm. the correction is 0.2
mam. If the average reading of the 0.8
mcg./ml. concentration of these same
3 plates is 15.9 mm. the corrected value
is then 16.1 mam. Plot these corrected
values including the average of the 1.0
mcg./ml. concentration on 2 cycle semi-
log paper using the concentration in
mcg./ml. as the ordinate (the logarith-
mic scale) and the diameter of the zone
of inhibition as the abscissa. Draw the
standard curve through these points.
The ten points selected to determine the
curve are arbitrary and should be so
chosen that the limits of the curve will
fill the needs of the laboratory. How-
ever, the potency of the sample under
test should fall in the interval of from
60% to 150% of the correction point of
the standard curve.

(e) Preparation of sample. Dissolve
volumetrically in sterile, distilled water,
the sample to be tested to make a con-
venient stock solution. Further dilute
this solution volumetrically to contain
100 mcg. of streptomycin base (esti-
mated) per ml. Transfer 1.0 ml. of this
100 mcg. (estimated) per ml. solution
to a 100 ml. flask and make up to volume
with 0.10 M potassium phosphate buf-
fer (pH 7.8 to 8.0). Use this last dilu-
tion in the assay for potency. ,

(f) Preparation of spore suspension.
The test organism is Bacillus subtilis
(American Type Culturd Collection

6633). Maintain the test organism on
nutrient agar prepared as described in
§ 141.1 (b) (1), Prepare a spore sus-
pension by growing the organism in
Roux bottles on agar of this same com-
position for one week at 37' C. Suspend
the spores in sterile distilled water and
heat for 30 minutes at 65' C. Wash the
spord suspension three timeswith sterile
distilled water, heat again for 30 minutes
at 65' C. and resuspend in sterile dis-
tilled water. Maintain the spore sus-
pension at approximately 15' C. Deter-
mine by appropriate tests the quantity
of spore suspension to be added to each
100 ml. of agar for the secondary layer
that will give sharp clear zones of
inhibition. °

(g) Preparation of Plates. Add 21 ml.
of agar described in paragraph (b) of
this section to each Petri dish (20X100
mm.). Melt the agar to be used for the
secondary layer, cool to 55 to 60' C. and
add the spore suspension prepared in
§ 141.101 .f). Mix thoroughly and add
4 ml. to each of the plates containing the
21 ml. of the uninoculated agar. Tilt
the plates back and forth to spread the
inoculated agar evenly over the surface.
Refrigerate until ready to add strepto-
mycin (at least 1 hour).

(h) Plate assay. Place six cylinders
on the inoculated agar surface so that
they are at approximately 60' intervals
on 2.8 cm. radius. Use three plates for
each sample. Fill three cylinders on
each plate with the 1.0 mcg./ml. stand-
ard and three cylinders with the 1.0"
mcg./ml. (estimated) sample, alternat-
ing standard and sample. Incubate the
plates for 16 to 18 hours at 3?" C. and

measure the diameter of each circle of
inhibition.

(I) Estimation of Potency. Average
the zone readings of the standard and
average the zone readings of the sample
on the three plates used. If the sample
gives a larger average zone size than the
average of the standard, add the differ-'
ence between them to the 1.0 mcg. zone
size of the standard curve. If the aver-
age sample value Is lower than the stand-
ard value, subtract the difference be-
tween them from the 1.0 meg. value on
the curve. From the curve read the po-
tencles corresponding to theze corrected
values of zone sizes.

(j) Turbidimetrlc assay. (1) Employ
the agar described in paragraph (b)
of this section (adjusted to a final pH
7.0) for maintaining the test organism.
which is Kiebslella pneumonlae (P. C. I.
602) non-capsulated. Transfer stock
cultures every two weeks for test pur-
poses. Transfer the organism to fresh
agar slants and incubate at 372 C. for 6
hours. Suspend the growth from two
or three of these slants in sterile dis-
tilled water and add approximately 5
ml: of culture suspension to each of two
Roux bottles containing the agar de-
scribed In paragraph (b) of this section.
Incubate the bottles for sLx hodrs at
37' C., harvest the growth and suspend
in sufficient sterile distilled water to give
a light transmission reading of 80%
using a filter at 6500 Angstrom units in
a photoelectric colorimeter. Keep the
resulting suspension of organisms in the
refrigerator and use for a period not to
exceed two weeks. Prepare a daily In-
oculum by adding 6.0 ml. of this sus-
pension to each 100 ml. of the nutrient
broth prepared as directed in paragraph
(b) (3) of this section cooled to a tem-
perature of approximately 150 C.

(2) Working standard solutions. Add
the following amounts of a 1000 micro-
gram per ml. solution prepared from the
stock solution described in paragraph
(c) of this section to 100 ml. volumetric
flasks containing sterile distilled water
and bring to volume to give the working
stock solutions tabulated below. These
9 flasks are well stoppered and main-
tained at approximately 150 C. for one
month. Prepare final dilutions daily by
adding 2.1 ml. of each of these 9 work-
ing stock solutions to 4.8 ml. of sterile
distilled water. Add 1.0 ml. of each final
dilution to each of six 14 x 124 mm. tubes
(total 54 tubes). Add 9.0 ml. of inccu-
lated broth described In subparagraph
(1) of this paragraph to each tube and y
place Immediately In a 370 C. water batli
for 4 hours. The final concentration of
streptomycin per ml. of broth is also
included In the table below.

Aon fWc~rkln-g .! ( c.r. fc
standal Ftu- l -1

'%17. ir.
7.0 7a .1
8.0 F1 -4
9.0 :3 ;;7

10.0 103 _
11.0 I1 0s
13.0 in Z9

14.0 149 4.2

(31 Preparation of cample. Dlutethe
sample under test with sterile distilled
water to contain' 100' mcg.iml. (esti-
mated). To 2.1 ml. of the sample add
4.8 ml. sterile distilled water. Add 1.0
ml. of this dilution to each of six 14 x 124
nun. tubes. Add 9.0 ml. of the inocu-
lated broth described In subparagraph
(1) of this paragraph to each tube and
place Immediately in a 370 C. water bath
for 4 hours. A control tube containing
1.0 ml. of distilled water and 9.0 ml. of
the inoculated broth is similarly incu-
bated. After incubation, add 4 drops of
formalin to each tube, and read the light
transmlssionb a a photoelectric colorime-
ter, using a broad band filter having a
wave length of 5,300 Angstrom units.

(4) Estimation of potency. Average
the light transmlssion readings for each
concentration of the standard. Plot
these values on cross section paper, em-
ploying average light transmission read-
ings as Wife ordinate, and streptomycin
concentration per ml. of broth as the
abscissa. Prepare the standard curve
by connecting successive points with a
straight edge. Since the final concen-
tration of streptomycin per ml. of broth
Is equivalent to the concentration per ml
of the working stock solution (see table
in subparagraph (2) of this paragraph)
the latter concentrations for each con-
centration level of the standard may be
expressed as percent and substituted on
the abscL-sa of the standard curve. If
this Is done'the percent potency of the
sample under test may be read directly
from the standard curve.

(k) The potency of streptomycin salts
is satisfactory, when assayed by the
methods described in this section, if the
Immediate containers are represented to
contain the equivalent of 200 milligrams
or less of streptomycin base and contain
85% or more of the number of milligrams
so represented; more than the equivalent
of 200 milligrams of streptomycin base
and contain 90% or more of the number
of milligrams so represented.

§ 141.102 Streptomycin sulphate,
streptomycin hydrochloride, streptomy-
ci pihosphate, streptomVciz tnrhydro-
chloride calcium chloride; sterility-
(a) Culture medium. Prepare fluid
thloglycollate medium as described in
§ 141.2 (a).

(b) Conduct of test. Add aseptically
20 ml. of sterile distilled water to the
sample under test. (This will give a con-
centration of approximately 50 rag. of
streptomycin p3r ml. with the I gm. vial.)
Transfer the equivalent of 25 rag. of this
solution to 5 ml. of a sterile solution of
1:300 hydroxylamine hydrochloride ad-
Justed to pH 6.0 with sodium hydroxide.
The hydroxylamine hydrochloride is
sterilized at 15 lb3. pressure (121 C.)
for 20 minutes and prepared once a week.
Mix thoroughly and let stand for one
hour. Transfer 1.0 ml. of the inactivated
streptomycin to each of four tubes con-
taIning 15 ml. of fluid thloglycollate me -
dium. Inoculate one of these tubes with
1.0 ml. of a 1:1000 dilution of a 3-to 4
hour broth (§ 14LI01 (j) (1)) culture of
Kleb.tella pneumonlae P. C. L 602) and
Incubate all four tubes for four days at
37' C. The inoculated tube should show
growth at the end of four days; if so
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and no othier tube shows growth, the
sample Is sterile.

. § 141.103 Streptomycin sulphate,
streptomycin hydrochloride, streptomy-
cin plosphate, streptomycin trzhydro-
chloride calcium chloride; toxicity. -Pro-
ceed as directed in § 141.4 using as a test
dose 0.5 nil. of a solution containing 2.
mg./ml. 

,

§ 141.104 Streptomycin sulphate,
streptomycin. hydrochloride, streptomy-
cin phosphate, streptomycin trihydro-
chloride caicium chloride; pyrogens.
Proceed as directed in § 141.3 using as a
test dose 1.0 ml. per kg. oft solution con-
taining 10 mg./ml.

§ 141.105 Streptomycin s u I p h a t e,
streptomycin hydrochloride, streptomy-
cin phosphate, streptomycin trihydro-
chloride calcium chloride; histamine.
Use a healthy adult cat as the test ani-
mal. Determine weight and place under
general anesthesia by employing suffi-
cient (150 mg./kg.) sodium phenobar-
bital administered intraperitoneally.
Surgically expose the right carotid sep-
arating it completely from all surround-
ing structures, including the vagus
nerve, by blunt dissection and cannulate.
Surgically expose the femoral vein.
Start the recording kymograph and in-
spect the tracings for amplitude of ex-
cursion and relative stability of pressure.
Determine the sensitivity of the animal
by injecting into the femoral vein stand-
ard solutions of histamine made to con-
tain the equivalent of 1.0 meg. of his-
tamine base per ml. Make injections at
,not less than 5-minute intervals using
doses of 0.05, 0.1, and 0.15 meg. of his-
tamine base per kg. Repeat these in-
jections, disregarding the first series of
readings, until the drop given by-equiva-
lent doses of histamine is relatively
uniform. The fall in blood pressure
given by 0.1 mcb./kg. of histamine base
(not less than 20 mm. of mercury) is
subsequently employed as the standard
In testing samples. The histamine
standard is supplied on request. Injeet
3 mg./kg. of the sample of streptomycin
which has beeh diluted in saline to con-
tain 3.0 nig. (estimated) of streptomycin
per ml. maintaining the flvd-minute in-
jection schedule. If a significant drop
is encountered the dose is repeated after
the animal has been retested with the,
standard histamine. If the animal re-
mains reasonably stable, six to eight
samples may be examined. The product
Is satisfactory if the fall in blood pres-
sure obtained with 3 mg.-'f streptomycin
per kg. of body weight Is noogreater than-
the fall obtained with 0.1 meg. of his-
tamine base per kg. of body weight.
(Dogs may be substituted for cats in
thih test provided the ratio of the doses
of streptomycin and histamine employed-
Is the same.)

§ 141.106 Streptomycin -s&phate,
streptomycin hyjdrochloride, streptomy-
cin phosphate, streptomycin trihydro-
chloride calcium chloride-(a) Moisture.
Proceed as directed in § 141.5 (a).

(b) pH. Proceed as directed in § 141.5
(b) using a solution-with a concentration
of 0.2 gm./ml.

(c) Clarity. Proceed as directed In
§ 141.5 (c) using an aqueous solution with
a concentration of 0.2 gm./ml.

This order, which provides for tests
and methods of assay of a new penicillin
product, capsules buffered penicillin with
pectin hydrolysate, and which includes
a revision of all of the -existing regula-
tions for tests and methods of assay of
penicillin-containing drugs heretofore
promulgated and published in Part 141
and ich also provides for tests and
methods of assay-of streptomycin-con-
taining drugs, shall become effective
upoi publication in the FEDERAL REoISTER
.since both the-public and the affected
industries will benefit'by the earliest
,effective date, and I so find.

N otice and public procedure are not
necessary prerequisites to the promul-
gation of this order and would be con-
trary to the public interest, and I so find,

-since it wis drawn in collaboration with
interested- members of the affected in-
'dustries and since it would be against
public interest to delay the marketing of
these drugs products.

Dated: April 1, 1947.
[SEAr] WATSON B. MILLER,

0 Administrator.
[IF. Z. Doe. 47-3238; Tiled, Apr. 3, 1947;

8A7 a. m.]

PART 144-CERTIFICATION OF BATCncs OF
DRUGS COM-POSEO WHOLLY OR PARTLY OF
XN5ULIN
.By virtue of the authorityt vested in the

Federal Security Administrator by provi-
sions of section 506 of the Federal Food,
Drug, and Cosmetic Act (52 Stat. 1040,
1055, as amended by 55 Stat. 851; 21
U. S. C., Sup. V, 356), the regulations for
the certification of batches of drugs com-
posed wholly or partly of Insulin, as
amended, a~e hereby repealed, and the
following regulations substituted there-
for:
See.
144.1 Definitions and interpretations of

terms.
144.2 Requests for certification; samples;

-storage; approvalt preliminary to
certification.

144.3 Certifications. -
144:4 Conditions on thae effectiveness of

certificates.
14.5 Packaging.
144.B Labeling.
144.7 Distingulshing colors on packages.

,144.8 Records of distribution.
'f44.9 Authority to refuse certification

service.
144.10 Fees.
144.11 Standards of qualfty,-and purity for

protamine.
144.12, Standards-of identity, strength, qual-

ity and purity for globin insulin
(with vinc).

144.13 Tests afd methods of assay.
Auroarry: §§ 144.1 to 144.13, inclusive,

issued under- see. 506, 55 Stat. 851; 21 U. S. C.
Sup. 356.

§ 144.1 Deftnitions and interpretations
of terms. For the purpose of the regu-
lations In thii. part:

(a) The term "insulin" meqns the ac-
tive principle of pancreas, which affects

the metabolism of carbohydrate In the
animal body and which Is of value In the
treatment of diabetes meliltus.

(b) The term "Insulin U. S. P." means
the Insulin Injection recognized In the
official United States Pharmacopoeia, In-
cludig supplements thereto.

(c) The term "protamine zinc Insulin"
means the protamine zinc Insulin injec-
tion recognized In the official United
States Pharmacopoeia, Including sup-
plements thereto.

(d) The term "globin Insulin (with
zinc)" means the insulin preparation de-.
scribed In § 144.12.
(e) The term "master lot" means a

quantity, which Is purified and which has
been mixed In one container so as to be
homogeneous, of (1) a concentrated solu-
tion of insulin, or (2) the Insulin-con-
taining solids, in amorphous or crystal-
line form, derived from one or more such
solutions.

(f) The term "batch" means a quan-
tity of a drug, In labeled packages, of
uniform composition and Intended for
administration without further change,
in which the-sole insulin-containing In-
gredient Is a single dilution (which has
been mixed in one container so as to be
homogeneous) of (1) a single master lot
or part thereof, or (2) a mixture of two
or more master lots or parts thereof;
except that suchterm means a portion of
such quantity when certification of such
portion is requested.

(g) The term "master lot mark" means
an Identifying mark or other Identifying
device assidned to a master lot by the
manufacturer thereof.

(h) The term "batch mark" means an
Identifying mark or other identifying de-
vice assigned to a batch by the manufac-
turer thereof.

(i) The term "Commissioner" means
the Commissioner of Food and Drugs.

(jI The functions and duties of the
Commissioner under the regulations In
this part may be exercised by such other
responsible officials of the Food and Drug
Administration as the Commissioner may
designate for that purpose,

(k) The definitions and Interpreta-
tions of terms contained In section 201
of the act shall be applicable to such
terms when used in the regulations In
this part.

§ 144.2 Requests for certiflcation;
samples; storage; approvals preliminary
to certification. (a) A request for cer-
tification of a batch shall be addressed to
the Commissioner, good and Drug Ad-
ministration, Federal Security Agency,
"Washington 25, D. C. 'A request from a
foreign manufacturer shall be signed by
such manufacturer and by an agent of
,such manufacturer who resides In the
United States.

(b) The Initial request for certification
submitted by any person shall be pre-
ceded or accompanied by a full statement
of the facilities and controls used to
maintain the identity, strength, quality,
and purity of each batch, Including a
description of (1) the equipment, meth-
ods, andprocesses used in diluting master
lott and parts thereof, and In main-
taining the identity, strength, quality,
and -purity of master lots and dilutions
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therefrom; (2) the tests and assays made
on master lots-and mixtures thereof, on
dilutions and batches therefrom, and on
ingredients used in such dilutions and
batches; and (3) the laboratory facilities
used in such controls. Such initial re-
quest shall also be preceded or accom-
panied by the keys to the master lot
marks and batch marks used by such
person. When any change is made in
any of such facilities or controls, or in
any such key, the next request for cer-
tification thereafter shall be accom-
panied by a full statement of such
change.

(c) A person who requests certification
of a batch shall submit in connection
with his request statements showing:

(1) The master lot mark of each master
lot used or to be used wholly or partly
as an ingredient or component of an in-
gredient of the batch;

(2) The quantity of each such master
lot so used;

(3) The original quantity of each such
master lot (unless such information has
been previously submitted);

(4) The quantity of the batch; and
(5) The batch mark.
(d) Except as otherwise provided in

paragraphs (g)'and (h) of this section,
a person who requests certification of a
batch shall submit in connection with
his request and in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(1) The single master lot or the mix-
ture of two or more master lots or parts
thereof, to be used as an ingredient of
the batch; in a quantity containing ap-
proximately 10,000 U. S. P. Units of in-
sulin.

(2) A trial dilution made from such
master lot or-mixture, glycerine, phenol
or cresol, and hydrochloric acid, which
dilution conforms to the standard of

'dentity, strength, quality, and purity
for insulin U. S. P., except that it may
contain either 20 U. S. P. Units or 40
-U. S. P. Units of insulin per cubic centi-
meter; in a quantity containing approxi-
mately 2,500 U. S. P. Units of insulin.

(3) If the batch is to be protamine zinc
insulin, a trial mixture which is intended
to be accurately representative of the
mixture which will constitute the fin-
ished batch; in a quantity containing
approximately 2,500 U. S. P. Units. of
insulin.

(4) If the batch is to be protamine zinc
insulin, the lot of protamine used as an
ingredient of the trial mixture referred
to in subparagraph (3) of this para-
graph; in a quantity of approximately 2
grams.

(5) If the batch is to be globin insulin
(with zinc), a trial mixture made from
the master lot or mixture referred to in
subparagraph (1) of this paragraph,
globin, zinc chloride, hydrochloric acid,
glycerin, and plaenol or cresol, which
mixture is intended to be accurately rep-
resentative of the mixture which will con-
stitute the finished batch; in a quantity
containing approximately 2,500 U. S. P.
Units of insulin.

(6) If the batch is to be globin insulin
(with zinc), the lot of globin hydro-
chloride from which the globin is to be
prepared for use gs an ingredient of the
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trial mixture referred to In subparagraph
(5) of this paragraph; In a quantity of
approximately 5 grams.

(7) The finished batch; In a quantity
not less than 5 packages.

' (e) Except as otherwise provided by
paragraphs (g) and (h) of this section,
a person who requests certification shall
submit in connection with his request re-
sults of the tests and assays listed after
each of the following materials, made
by him on a sample of such material:

(1) The master lot or mixture, referred
to in paragraph (d) (1) of this section:
Ash, nitrogen, potency, reaction, sterility,
and zinc, if such master lot or mixture
is a solution; ash, moisture, nitrogen,
potency, and zinc, if such master lot or
mixture is a solid.

(2) A trial dilution'from such master
lot or mixture, of the potency of the
trial dilution referred to In paragraph
(d) (2) of this section: Ash, nitrogen,
reaction, potency, and zinc.
- (3) If the batch Is to be protamine zinc
insulin, the trial mixture referred to in
paragraph (d) (3) of this section: Nitro-
gen, reaction, zinc, and biological reac-
tions (by the tests prescribed in the olil-
cial United States Pharmacopoeia, In-
cluding supplements thereto).

(4) If the batch is to e protamine zinc
insulin, the protamine referred to In par-
agraph (d) (4) of this section: Moisture,
nitrogen, and sulfate.

(5) If the batch is to be globin insulin
(with zinc), the trial mixture referred
to In paragraph (d) (5) of this section:
Nitrogen, reaction, zinc, and biological
reaction (by the test. prescribed in
§144.13 (b) or (c).

(6) If the batch s to be globin In-
sulin (with zinc), the globin hydrochlo-
ride referred to in paragraph (d) (6) of
this section: Moisture, nitrogen, chlo-
ride, and ash.

(7) The finished batch: Nitrogen, re-
action, sterility, zinc, and If the batch is
insulin U. S. P., ash.

(f) The results of tests and assays for
the following shall be reported in the
terms indicated:

(1) Ash (except globn hydrochlo-
ride)-milllgrams per 1,000 U. S. P. Units
of insulin.

(2) Ash in globn hydrochlorlde-per-
cent by weight.

(3V Chloride-percent by weight as
HCL

(4) Moisture-percent by weight.
(5) Nitrogen (except in globin hydro-

chloride and protamne)-millgrams
per cubic centimeter in the cases of solu-
tions and suspensions, and percent by
weight in the case of solids.

(6) Nitrogen in globin hydrochloride-.
percent by weight calculated to a mois-
ture-free, ash-free, chloride-free basis.

(7) Nitrogen in protamine-percent by
weight, calculated to a molsture-free
basis.

(8) Potency-U. S. P. Units of insulin
per cubic centimeter in the case of solu-
tions, and U. S. P. Units of insulin per
milligram In the case of solids.

(9) Reaction-hydrogen Ion concen-
tration (pH).

(10) Sulfate-percent by weight, as
SO,, calculated to a moisture-free basis.
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(11) Zinc-millgrams par cubic centi-
meter in the cases of solutions and sus-
pensions, and percent by weight in the
case of solids.

(g) (1) No sample referred to in para-
graphs (d) (1) to (6) of this section, in-
clusive, and no result referred to in para-
graphs (e) (1) to (6) of this section, in-
elusive, is required if such sample or re-
sult has been submitted in connection
with a previous request for certification.
No sample referred to in paragraph (d)
(3) of this section and no result referred
to In paragraph (e) (3) of this section
is required if the batch is to be protamine
zinc insulin of 80-unit strength, and the
Commissioner has previously approved
a trial mixture referred to in paragraph
Cd) (3) of this section of 40-unit
strength, prepare'd from the same mate-
rials and in the same manner (except
for adjustment of reaction of the buffer
solution) as such batch of 80-unit
strength is to be made. No sample, re-
ferred to in paragraph (d) (5) of this
section and no result referred to in para-
graph (e) (5) of this section is required
If the batch is to be globin insulin (with
zinc) of CO-unit strength, and the Com-
mIsioner has previously approved a trial
mixture referred to in paragraph (d)
(5) of this section of 40-unit strength,
prepared from the same materials and in
the same manner as such batch of 80-
unit strength is to be made.

(2) Each sample submitted pursuant
to this section shall be so packaged as
to maintain Its representative character,
and in the case of any solution or sus-
pension, shall be collected and packaged
under aseptic conditions. Each package
shall be clearly identified as to its con-
tents and shall bear the name and post-
office address of the person submitting
the request.

(3) The packages constituting the
samples submitted pursuant to para-
graph Cd) (7) of this section shall be
collected at such intervals that the quan-
tities packaged between collections are
approximately equal; in no case shall
any such quantity be more than 10,000
packages. The collections shall cover
the entire period of packaging.

(4) Each sample submitted pursuant
to paragraphs Cd) (2), (3), and (5) of
this section shall be accompanied by a
statement showing the identity, quality,
and quantity of each substance used as
an Ingredient or as a component of an
ingredient in the material from which
the sample was taken.

(5) If the tests and assays, results
of which are submitted pursuant to para-
graph (e) (2) of this section, were not
made on the same trial dilution as that
from which the sample submitted pur-
suant to paragraph Cd) (2) of this" sec-
tion was taken, such sample shall be ac-
companied by a statement showing the
identity, quality, and quantity of each
substance used as an ingredient or as a
component of an ingredient of the trial
dilution on which such tests and assays
were made.

(6) The value for each of the compo-
nents ash, nitrogen, and zinc submitted
pursuant to paragraphs (e) (1) and (2)
of this section may be calculated from
the res-ult of a test therefor submitted
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pursuant to either paragraph (e) (1) or
(2) of this section. The result on po-
tency required under paragraph (e) (1)
of this section may be calculated from
the result of an assay therefor submitted
pursuant to paragraph (e) (2) of this
section. The value of each of the com-
ponents nitrogen and zinc, to the extent
required under paragraph (e) (7) of this
section, may be calculated from the re-
sult of a test therefor submitted pur-
suant to either paragraph (e) (3) or (5)
of this section or from the result of a
test of the bulk dilution from which the
batch.was prepared. The value for each
of the components ash, nitrogen, and
zinc required under paragraph (e) (7)
of this section may, if the batch is insu-
lin U. S. P., be calculated from the result
of a'test therefor submitted pursuant
to paragraphs (e) _(1) or (2) of.this sec-
tion or from the result, of a test of the

-bulk dilution from which the batch was
prepared. Each calculated value shall
be indicated as such.

(7) The information required under
paragraphs (c) (1), (2), and (3) of this
section, and .the samples and results of
tests and assays required under para-
graphs (d) (1) and 2) and (e) (1)
and (2) of this section should be sub-
mitted before submission of the samples
and results required in -paragraphs (d)
(3) to (6) of this section, inclusive, and
(e) (3) to (6) of this section, inclusive;
and thezsamples and results required
under paragraph (d) () to (6), inclu-
sive, and (e) (3) to (6), inclusive, should
be submitted before submission of the
information, samples, and results re-
quired under paragraphs (c) (4) and (5);
(d) (7), and (e) (7) of this section. All
information, including results of tests
and assays (except results of tests for
sterility), required under this section
should be submitted at the same time as-
the samples to which they relate are
submitted.

(h) The person who requests certifi-
cations shall submit such information
additional to that submitted :pursuant to
paragraphs (b), (c); (e), and (g) of this
section, such additional samples of any
substance referred to in paragraph (d)
of this section, and such samples of any
other substance used or to be used as an
ingredient or as a component of' an in-
gredient in the batch, as -the Commis-
sioner may require for the purpose of in-
vestigations to determine whetheK or not
such batch complies with the rbquire-
ments set forth by § 144.2 for the issu-
ance of a certificate.

(i) After a sample required by para-
graph (d) of this section is taken from
any master lot or mixture of parts of tvo
or more master lots, such master lot or
master lots and all parts thereof, and all
dilutions and batches and Hl parts
thereof in which any such matter lot is
used as an ingredient or as a component
of an ingredient, shall be stored at the
establishment where manufactured until
used up or shipped or otherwise delivered,
at a temperature above freezing but not
above 15 C. (590 F.), and under such
other conditions as prevent, so far as
practicable, any change in composition;
except that master lots and parts thereof

which are solids may be stored at ordi-
nary room temperatures.

(j) As promptly as practicable after
the samples submitted pursuant to para-
graphs (d) (1) and (2) of this section,v
and any other material or information
relative thereto that may bexequired un-
der this section, are received by the Com-
missioner, he shall notify the person who
submitted such samples of his approval
or refusal to approve the use of the mas-
ter lot or mixture for the makingof hulk
dilutions. In case of a refusal to approve,
the Commissioner shall state his reasons
therefor.

(k) In like manner, the Commissioner
shall notify the person who submits
samples pursuant to paragraph (d) (3)
to (6) of this section, inclusive, of his
approval or refusal to approve the use of
the materials xepresented by such sam-
ples in completing the -manufacture of
the batch. In case of a refusal to ap-
prove, the Commissioner shall state his
reasons therefor.

l (1) If, under the provisions of para-
graphs (j) or (k) of this section, the
Commissioner has refused to approve
any material for use in a subsequent
operation, he shall examine no other
sample required hereunder which in-
cludes such material as an ingredient or
component of an ingredient, unless and
until the person requesting certification
makes an adequate showing that the
cause for such refusal no longer exists.

§ 144.3 Certifications. (a) If A ap-
pears to the Commissioner, after such in-
Vestigation as he considers necessary,
that:

(1) The information, including results
of tests and assays, and the samples, re-
quired by or pursuant to § 144.2 have
been sul~mitted and such information
contains no untrue statement of a mate-
rial fact;

(2) The batch complies with these
regulations and conforms to the stand-
ards of identity, strength, quality, and
purity for insulin U. S. P., protamine
zinc insulin, or globin insulin (with zinc) ;
the Commissioner shall certify that such
batch is safe and efficacious for use, sub-
ject to such conditions on the effective-
ness of such certifications as are set
forth in § 144.4, and shall issue to the
person who requested it a certificate to
that effect.

(b) If the Commissioner determines,
after such investigation as he considers
to be necessary, that the information
submitted pursuant to § 144.2, or the
batch covered by such request, does not
comply with the requirements set forth
in paragraph (a) of this section for the
issuance of a certificate, the Commis-
sioner shall refuse to certify such batch
and shall give -notice thereof to the per-
son who requested certification, stating
his reasons for refusal.

(c) For the purposes of his investiga-
tions under the authority of this section,
the Commissioner may accept, when he
is satisfied as to the completeness and
accuracy thereof the results of any tests
or assays made by the control laboratory
of the Insulin Committee of the Univer-
sity of Toronto, pursuant to a licensing
agreement entered into prior to the date

of enactment of Public "Law 366, 77th
Cong., 1st Sess. (55 Stat.'851, 21 U..S. C.
Sup. V, 356).

'§ 144.4 Conditions on the eflcctiveness
of certificates. (a) A certificate shall not
become effective:

(1) If it is obtained through fraud,
or through misrepresentation or conceal-
ment of a material fact;

(2) With respect to any package un-
less its Immediate container complies
with the requirements of § 144.5 and such
package has been so sealed that its con-
tents cannot be used without destroying
such package or seal; or

(3) With respect to any package un-
less Its label and labeling bear all words,
statements, and other Information, and
are distinguished by the color or colors,
required by § 144.6 and 144.7.

(b) A certificate shall cease to be effec-,
tive:

(1) With respect to any package of
insulin U. S. P., 2 years after such pack-
age is removed from the storage required
by 9 144.2 (1) ;

(2) With respect to any package of
protamine zinc insulin, 18 months after
the Immediate container therein was
filled, but in no case shall a certificate
remain effective with respect to any
package more than 12 months after It
is removed from the storage required by
§ 144.2 (1);

(3) With respect to any package of
globin Insulin (with zinc), 18 months
after the immediate container therein
was filled, but In no case shall a cer-
tificate remain effective with respect to
any package more than 12 months after
it is removed from the storage required
by § 144.2 (i) 1

(4) With respect to any package, when
such package or the seal thereof or the
immediate container therein Is broken,
or when its label or labeling ceases to
conform to any requirement of § 144.6 or
144.7; or

(6) With respect to any package when
the drug thergin so changes that It fails
to meet the standards of Identity,
strength, quality, and purity upon the
basis of which the batch was certified;
except that those minor changes in
potency (not exceeding 10 percent from
the potency stated on the label, In the
case of Insulin U. S. P.) which occur be-
fore the expiration date, and which are
normal and unavoidable In good storage
and distribution practice, shall be dis-
regarded.

§ 144.5 Packaging. Each batch shall
be packaged in iromedlate containers of
coloiless transparent glass. Such con-
tainers shall be closed with a substance
through which successive doses may be
withdrawn by hypodermic needle with-
out removing the closure or destroying
its effectiveness. The containers and
closures shall be sterile at the time the
containers are filled and closed. The
composition of the containers and clo-
sures shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for prescribed In applicable standards of
strength, quality, and purity.
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§ 144.6 Labeling. Each package from
a batch that has been certified in accord-
ance with the regulations in this part
shall bear, on its label or labeling as
hereinafter indicated, the following:

(a) On the outside wrapper or con-
tainer and the immediate container of
the retail package:

(1) The batch mark of such batch;
and

(2) The strength of the drug in terms
of U. S. P. Units of insulin per cubic
centimeter.

b) On the outside container or wrap-
per of the retail package:

(1) The statement "Expiration
date ___2', the blank being filled in with
the date on which the certificate appli-
cable to such batch expires with respect
to such package, as provided in § 144A
(b) (1), (2), or (3); and

(2) The statement "Keep in a cold
place; avoid freezing".

(c) On the circular or other labeling
of the retail package:

(1) A statement that the treatment
of diabetes mellitus is an individual
problem and that the use of the drug,
the time of its administration, the num-
ber of daily doses and the quantity of
each, as well as diet and exercise, are
problems which require direct and con-
tinuous medical supervision;

(2) A statement explaining that the
volume of the dose depends on the num-
ber of units of insulin per cubic centi-
meter stated on the label, and that the
patient should understand the meaning
of the volume markings on the syringe;

(3) A description of a practicable
method for sterilizing the needle and
syringe before use;

(4) A description of the technique of
-withdrawal from the vial and the use of
an antiseptic on the stopper, and a
caution against the removal of the
stopper; . ..

(5) A description of the technique for
cleansing, and the use of an antiseptic
on, the site of injection;

(6) A statement that failure to. com-
ply with the techniques described in sub-
paragraphs (3), (4), and (5) of this par-
agraph may lead to infection of the
patient;

(7) A statement that injection should
be subcutaneous, at a different site from
that of the preceding injection, and a
caution against intravenous or intra-
muscular use;

(8) An explanation of hypoglycemia
and its relation to over-dosage, omission
of meals, illness, and infection;

(9) A statement of the significance of
sugar in the urine and of the necessity
of tests therefor; and

(10) A caution against use after the
expiration date shown on the outside
wrapper or container.

(d) On the circular or other labeling
of the retail package, if the batch is
insulin U. S. Pf(in addition to the in-
formation required by paragraphs (a),
(b), and (c) of this section), a caution
against use if the drug has become vis-
cous or if its color has become other
than water clear.

(e) On the outside wrapper or con-
tainer and the immediate container of
the retail package, if the batch is prota-

mine zinc Insulin (in addition to the in-
formation required by paragraphs (a),
(b), and c) of this section . the state-
ment "Shake carefully," or "Shake well
before using," or "Shake well."
(f) On the circular or other labeling

of the retail package, If the batch is pro-
tamine zinc insulin (in addition to the
information required by paragraphs Ca),
(b), (c), ind (e) of this section):

(1) An explanatlon of the difference,
as compared with insulin U. S. P., In on-
set of action, duration, and the time and
frequency of administration;

(2) A caution thatit is not to be sub-
stituted for insulin U. S. P., except on
the advice and direction of a physician;

(3) A statement that a uniform sus-
pension of the preparation is necezsary
and is brought about by careful shaking
before use;

(4) A caution against ue when the
precipitate has become lumped or granu-
lar in appearance ,or has formed a de-
posit uf solid particles on the wall of the
container.

(g) On the circular or other labeling of
the retail package, if the batch is globin
insulin (with zinc), (in addition to the
information required by paragraphs (a),
(b), and c) of this section):
(1) An explanation of the difference.

as compared with Insulin U. S. P. and
with protamine zinc Insulin, in onset of
action, duration, and the time and fre-
quency of administration;

(2) A caution that It is not to be sub-
stituted for insulin U. S. P. or protamine
zinc insulin, except on the advice and
direction of the physician; and

(3) A caution against use if any tur-
bidity or precipitate has developed in the
solution.

§ 144.7 Distinguislting colors on Vack-
ages. (a) The outside containers or
wrappers of the packages, and the labels
on the immediate containers, of each
strength of insulin U. S. P. shall be dis-
tinguished by the following color:

Red, if It contains 40 U. S. P. Units of
insulin per cubic centimeter;

Green, if It contains 80 U. S. P. Units
of insulin per cubic centimeter;

Orange, if It contains 100 U. S. P.
Units of Insulin per cubic centimeter;

But if the master lot used was in crys-
talline form, the distinguishing colors,
instead of those prescribed above, may
be the following:

Red and gray, if It contains 40 U. S. P.
Units of insulin per cubic centimeter;

Green and gray, If it contains go U.
S. P. Units of insulin per cubic centi-
meter.

b) The outside containers or wrap-
pers of the packages, and the labels on
the immediate containers, of each
strength of protamine zinc insulin shall
be distinguished by the following colors:

Red and white, If It contains 40 U.
S. P. Units of Insulin per cubic centi-
meter;

Green and white, If It contains 80 U.
S. P. Units of insulin per cubic centi-
meter.

c) .The outsido containers or wrap-
pers of the packages, and the labels of
the immediate containers, of each
strength of globin Insfilln (with zinc)

shall be distinguished by the following
colors:

Red and brown, If It contains 40 U.
S. P. Units of Insulin per cubic centi-
meter; .

Green and brown, if it contains 8o U.
S. P. Units of insulin per cubic centi-
meter.

§ 144.8 Records of distribution. (a)
The person to whom a certificate is
ssued shall keep complete records show-

ing each shipment and other delivery
(including exports) of each batch or part
thereof, by the person requesting certifi-
cation, and showing each such shipment
and delivery into, or from any place in,
any state or territory, made by any per-
son subject to his control, including
records showing the date and quantity
of each such shipment and delivery and
the name and post office address of the
person to whom such shipment or de-
livery was made.

(b) Upon the request of any officer or
employee of the Food and Drug Adminis-
tration or of any other officer or em-
ployee of the United States, acting on
behalf of the Administrator, the person
to whom a certificate is issued, at all
reasonable hours within three years after
disposal of all the batch covered by such
certificate, shall make such records
available to any such officer or employee,
and shall accord to such officer or em-
ployee full opportunity to make inven-
tory of stocks of such batch on hand and
otherwise to check the correctness of
such records.

§ 144.9 Authority to refuse certiftca-
tion service. When the Administrator
finds, after giving notice and opportunity
for hearing, that a persdn has:

(a) Obtained or attempted to obtain
a certificate through fraud, or through
misrepresentation or concealment of a
material fact;

(b) Falsified the records required to
be kept by § 144.8; or

(c) Failed to keep such records or to
make them available, or to accord full
opportunity to make an inventory of
stocks on band or otherwise to check the
correctness of su&h records, as required
by such section, the Administrator may
Immediately suspend service to such per-
son under the regulations in this part
and may continue such suspension un-
less -and until such person shows ade-
quate cause why such suspension should
be terminated.

§ 144.10 Fees. (a) Fees for the serv-
Ices rendered under the regulations in
this part shall be such as are necessary
to provide, equip, and maintain an ade-
quate certification service.

(b) The fees for the services rendered
with respect to the samples submitted
pursuant to § f44.2 d) shall be:

(1) For each master lot or mixture of
two or more master lots or parts thereof
as follows:

(I) $50 if the master lot or mixture
has not been previously approved by the
Commissioner.

(Ii) $25 if the master lot or mixture
has been previously approved by the
Commissioner in accordance with
§ 144.2 (J).
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(2) For each trial dilution as follows:
(i) $50 if the results of an assay for

potency of a trial dilution miade by the
laboratory referred to in ,§ 144.3' (c) -are
submitted or are to be submitted.

(if) The cost of the services rendered
if the results referred to in subparagraph
(2) (1) of this paragraph are not sub-
mitted and are not to be submitted.

(3) For each trial mixture of prota-
mine zinc insulin as follows:

(i) $50 if the results of tests for bi-
ological reactions made by the labora-,
tory referred to in § 144.3 (c) are sub-
mitted or are to be submitted.

(If) The cost of the services rendered
if the results referred to in subparagraph
(3) () of this paragraph are not sub-
mitted and are not to be submitted.

(4) $50 for each lot of protamine.
(5) The cost of the services rendered

for each trial mixture of globin insulin
(with zinc).

(6) $50 for each lot of globin hydro-
chloride.

(7) $8.00 for each package in the sam-
ple of the finished batch.

Except as otherwise provided'by, para-
graph (c) of this section, each -request
for certification submitted, or the initial
sample or samples ubmitted in connec-
tion therewith pursuant to § 144.2 (d),
which ever is sent'first to the Commis-
sioner, shall be accompanied by'such fees
as are prescribed in specific amounts for
the samples submitted. When the fee Is
the cost of the services rendered, each
sample referred to in subparagraph (2)
(1i) of this paragraph shall be accom-
panied by an advance deposit of $1,200,
each sample referred to in subparagraphs
(3) (ii) and (5). of this paragraph 'shall
be accompanied by an advance deposit of
$500, and thereafter such additional ad-
vance deposits shall be made as the Com-
missioner estimates may be necessary to
prevent arrears in the payment of such
fee.

(c) A person requiring continuing cer-
tification services may maintain an ad-
vance deposit of the estimated costs of
such services for a period of two months
or more. Such deposits shall be debited
with fees for services rendered, but shall
not be debited for any fee the amount of
which is fiot definitely -specified in these
regulations unless the depositor has pre-
viously requested the performance of the
services to be covered -by such fee. A
monthly statement for each 'such 'ad-
vance deposit shall be rendered.

(d) The unearned portion of any ad-
vance deposit made pursuant to para-
graph (b) or (c) of this section shall 'be
refunded to the depositor upon his apph-
cation.

(e) All advance deposits required by
the regulations in this part shall be paid
by money order, bank draft, or certified
check drawn to the order of the Treas-
urer of the United States, collectible at
par, at Washington, D. C.

(f) All earned fees shall be deposited
in the Treasury of the United States to
the credit of Miscellaneous Receipts,
Federal Security Agency.

§ 144.11 Standards, of quality and
purity for protamine. Wlen protamine
Is dried to constant weight'at 1000 C., its

total nitrogen content Is not less than
22.5 percent and not more than 25.5 per-
cent, and its sulfate content, calculated
as S0 4,is not less than 16 percent and not
more than 19 percent.

§144.12 Standards -of identity,
strength, quality, and purity for globin,
insulin (with zinc). Globin insulin
(with zinc) is a preparation, in a hy-
drochloric acid medium, of insulin modi-
-fled by the addition of globin and zinc
chloride. The quantity of -insulin used
is such that each cubic centimeter of
the finished product contains either 40
or 80 -U. S. P. Units of Insulin. The
,quantity of globin used (calculated as
6.0 times its nitrogen content) is not
less than 3.6 milligrams and not more
than 4.0 milligrams for each "00 U. S. P.
Units of insulin used. The preparation
also contains, for each 100 U. S. P. Units
of insulin used, not less than 0.25 milli-
gram and not more than '0.35 milligram
zinc and-not -more than 1.50 miliigramns
total nitrogen. The pH of the finished
-prephration is not less than 3.4 and not
more than 3.8. If necessary, either hy-
drochloric .acid or sodium hydroxide
may be added to attain the required pH.
The finished preparation also contains
not less.than 1.30 and not more than 1.70
percent '(w/v) glycerin, and not less
than 0.5 and not more than 0.20 per-
.cent (w/v,) cresol U. S. 'P., or not less
than 0.20 and not more than 0.26 percent
(w/v) phenol U. S. P. The -preparation
is sterile. The globin used -is obtained
from globin hydrochloride prepared
from beef blood. The ash content of the
:globih hydrochloride is mot more than
0.3 percent; its nitrogen content, calcu-
lated to a moisture, ash, and hydro-

-chorid acid free basis, is not less than
16.0 percent and not more than 17.5
percent.

§ 144.13 Tests, and methods of assay.
The following tests andmethods of assay
are prescribed :for the purposes of the
regulations -in this part. (All reagents
specified herein shall be of U. S. P. qual-
ity or better.)

4a) Tests and methods of- assay for
Insulin UT. S. P. and for protamine zinc
insulin. The tests and-methods of assay
.for Insulin U. S. P. and for, protamine
zinc Insulin shall be those set forth
therefor in the official United States
Pharmacopoeia, including supplements
thereto.

(b) Biological reaction for globin
insulin (with zinc) containing 40 U..S. P.
,Units of insulin per cubic centimeter.
The rate, amount, and duration of effect
in lowering the blood sugar of rabbits by
,globin insulin (with zinc) is determined
by comparing the average blood sugar
concentrations at various intervals dur-
ing not less than a 9-hour observation
period following the administration of
,globin Insulin (with zinc) -subcutane-
ously into rabbits, with the average blood
sugar concentrations.similarly obtained
,byadministration of globin insulin ,(with
zinc) reference material prepared as
hereinafter set forth.

(1) Globin insulin (with zinc) -efer-
,ence material. Prepare the globin insu-
lin (with zinc) reference material to con-
.tain 40 U. S. P. units. of insulin per cubic

centimeter from the following comPo-
nent solutions (or solutions of the same
proportionate composition per cubic
centimeter) by adding with gentle shak-
ing, to a suitable volume of Solution 2,
-accurately measured at room tempera-
ture, an equal volume of Solution 3.
Test the reaction and If It Is not within
the limits of pH 3.4 to pH 3.8 discard
and prepare a new mixture uslng'a
freshly prepared sample of Solution 3 in
which the hydrogen Ion concentration
has been suitably adjusted. Store In a
refrigerator and do not use after 0

'months have elapsed from the date of
preparation.

The solutions referred to above are:
-Solution 1. Dissolve 0.299 gram zinc oxide

in not less than 115 cubic centimeters and
not more than 118 cubic centinetera of
tenth-normal hydrochloric acid. Add 20
grams glycerin, 3.5 grams cresol (or 4.0 grams,
phenol) and sufficient-distilled water to make
the final volume 1,000 cubic centimeters.

Solution 2. Weigh accurately a suitable
quantity of U. S. P. Zinc-Insulin Crystals
Rleference Standard and dissolve in such
quantity of Solution 1 us to obtain a concen-
tration of 80 U. S. P.-Units of insulin per
-cubic centimeter. Store Ina refrigerator: do
"not use after 3 months from 'the date of
preparation.

Solution 3. Dissolve not less than 100
milligrams of the reference globin hydro-
chloride in distilled water in the proportion
of 10 milligrams per cubic centimeter. To
this solution add, dropwise, 'with gentle stir-
'ring, one-tenth of its volume of tenth-normal
sodium hydroxide. Dilute with distilled
water to make the final concentration equiva-

x.lent to 3.36 milligrams of reference glebin
,hydrochloride per cubic centimeter. This
solution should be freshly prepared before
use..

(2) Test animal. The test animal shall
be the same as that described In the offi-
cial United States Pharmacopoeia, in-
cluding supplements thereto, for the
assay of Insulin U. S. R

(3) Volume of the globin insulin (with
zinc) reference material to be Inected.
The volume of the preparation to be
injected shall be such that at a period
of from 6 to 8 hours after the admin-
istration of the test material, the blood
sugar is not greater than approximately
90 percent of the Initial value but the
volume is not so great as to cause con-
vulsions in more than 25 percent of the
animals. Do not dilute the preparations
to be Injected to attain the above re-
quirements. Make injections with a
microireter syringe.

(4) Conduct of the test and blood sugar
determination. Proceed as directed In
'the official United States Pharmacopoeia,
including supplements thereto, for bio-
logical reaction for protamine zinc in-
sulin, except that the samples of blood
for determination of blood sugar con-.
centrations are obtained over a period of
not less than 9 hours, Instead of 11 hours,
after the Injection,

(5) Interpretation of data. Subtract
the average blood sugar concentration at
each bleeding time for those rabbits In-
Jected with the preparation being tested
from the average blood sugar concen-
tration at the comparable bleeding time
for those rabbits Injected with the globin
insulin (with zinc) reference material.
The aiVerage blood-sugar concentrations
at each bleeding time from the beginning
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of the test up to and including 5 hours
after the injection do'not differ by more
than 6 milligrams per 100 cubic centi-
meters and at each subsequent bleeding
time do not differ by more than 8 milli-
grams per 100 cubic centimeters. Obtain
the average of the differences for all
bleeding times after the injection, taking
into account the sign of each difference:
the value obtained does not exceed the
limits of plus or minus 5.

(c) Biological reaction, of globin in-
sulin (with zinc) containing 80 U. S. P.
Units of insulin per cubic centimeter.
Globin insulin (with zinc) containing 80
U. S. P. Units of insulin per cubic centi-
meter is tested according to the method
prescribed in paragraph (b) of this sec-
tion for the assay of globin insulin (with
zinc) containing 40 U. S. P. Units of
fisulin.per cubic centimeter except that
the globin insulin (with zinc) reference
material is so prepared as to contain 80
U. S. P. Units of insulin per cubic centi-
meter with zinc and globin in the same
relative proportions per unit of insulin as
specified for the globin insulin (with
zinc) reference material in paragraph
(b) of this section.

(d) Identiftcation of globin insulin
(with zinc). Adjust the acidity of globin
insulin (with zinc) so that the pH is not
less than 4.5 and not more than 5.5. A
precipitate forms. Divide the sample
containing the precipitate into two por-
tions. Adjust the acidity of the first
sample to a pH not less than 2.5 and not

,more than 3.5 and adjust the second
sample to a reaction more alkaline than
pH 11.0. In each case the precipitate
dissolves giving a clear solution.

Inject subcutaneously into 6 rabbits,
from which food has been withheld for
the previous 18 to 24 hours and which
weigh 1.8 to 2.2 kilograms each, a quan-
tity of globin insulin (with zinc) which
will cause convulsions in at least 3 ani-
mals. Immediately after convulsions
occur in an anima, inject intravenously
into that animal 5 cubic centimeters of
a 50 percent aqueoussolution of dextrose.
The convulsion is relieved, and a ma-
jority of the animals which have shown
convulsions remain alive for at least 3
days.

(e) Sterility of globin insulin (With
.zinc). Use the method described in the
offlial United States Pharmacopoeia, In-
cluding supplements thereto, for insulin
V. S. P.

(f) Chloride in globin hydrochloride-
(1) Conduct of the test. Weigh accu-
rately approximately 0.5 gram of globin
hydrochloride into a small beaker and
dissolve in 10-15 cubic centimeters of
distilled water. Add 10 cubic centimeters
of tenth-normal silver nitrate, 5 cubic
centimeters of nitric acid, and 5 cubic
centimeters of a saturated solution of
potassium permanganate. Stir and place
on a steam bath for approximately one
hour. If any brown color remains, stir
'again, rinse the sides of the beaker with"
distilled water and place on the steam
bath until the brown color disappears.
Transfer quantitatively to a 50-cubic
centimeter volumetric flask and fill the
flask to the mark with distilled water.
Mix and filter through a dry filter paper
into a dry vessel. Transfer exactly 40
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cubic centimeters of the filtrate to a flask,
add 2 cubic centimeters of ferric am-
moium sulfate Test Solution and titrate
with tenth-normal ammonium thlocya-
nate. To obtain the percent chloride as
HCI, subtract 115 times the number of
cubic centimeters of ammonium thlocya-
nate used from 10; multiply this differ-
ence by 0.365 and divide by the weight of
the sample in grams.

(2) Reagents. The reagents used are
those described In the official United
States Pharmacopoeia, Including supple-
ments thereto.

(g) Sulfate in protamine-(1) Con-
duct of test. Weigh accurately about
10 milligrams of protamine Into a small
casserole or beaker, add 0.2 cubic centi-
meter of normal sodium hydroxide and
evaporate carefully to drynes. Heat
over a flame until a graylsh-white ash
results. Dissolve the ash in 1 cubic cen-
timeter of tenth-normal hydrochloric
acid, transfer quantitatively to a 50-
cubic centimeter calibrated centrifuge
tube, neutralize to litmus and make the
volume to 10 cubic centimeters with dis-
tilled water.

To the neutral solution add 2 cubic
centimeters of benzldine test solution,
referred to In subparagraph (2) of this
paragraph, and 4 cubic centimeters of
95 percent (w/v) solution of acetone in
distilled water. Allow to stand for 10
minutes and centrifuge for not less than
15 minutes at approximately 3,000 revo-
lutions per minute. Carefully remove
the supernatant fluid by means of a pi-
pette having a very small opening at the
tip. Wash the precipitate twice, using
10 cubic centimeters of 95 percent ace-
tone for each washing. Carefully re-
move the supernatant acetone and place
the tube In a boiling water bath until the
odor of acetone disappears. Suspend
the precipitate with 10 cubic centimeters
of distilled water, Introduce 1 drop of
phenolphthalen test solution U. S. P.
and titrate while hot with fiftieth-nor-
mal sodium hydroxide to the first faint
permanent pink, observing carefully
whether all particles of the benzidlne
sulfate precipitate have dissolved and.
if not reheating to bring the last traces
into solution. Use a burette graduated
in divisions of not more than 0.05 cubic
centimeter so that readings can be esti-
mated to 0.01 cubic centimeter.

Each cubic centimeter of fiftieth-.
normal sodium hydroxide Is equivalent
to 0.960 milligram of sulfate (SO,).
Calculate the results to a molsture-free
basis.

(2) Reagent. Benzidine test solution.
Dissolve 4 grams of benzidine In 45 cubic
centimeters of normal hydrochloric acid
and dilute to 250 cubic centimeters with
distilled water. Before use, remove by
filtration through ash-free filter papa
any brown residue present.

(h) Total vzltrogen in globin insulin
(with zinc) and globin hydrochloride.
Determine total nitrogen by the method
described in the official United States
Pharmacopoeia, including supplements
thereto, for Insulin U. S. P.

(I) Zinc in insulin-containing rolu-
fions, in protamine zinc insulin, and in
globin insulin (with zinc). Use the
method described In the official United

States Pharmacopoeia, including sup-
plements thereto, for insulin U. S. P.

QJ) Zinc in insulin-containing solids.
Dissolve 10 to 20 milligrams, accurately
weighed, of Insulin-containing solids in
5 to 10 cubic centimeters of distilled
water containing 1 drop of five-normal
hydrochloric acid, ancd proceed as di-
rected In the official United States
Pharmacopoeia, including supplements
thereto, under the test for zinc in insu-
lin U. S. P.

( t The Commissioner shall, for the
purposes of the tests and assays pre-
scribed under this section, provide a
suitable reference globin hydrochloride,
and shall, at cost, furnish any person
making written request therefor a sam-
ple thereof.

The foregoing order shall become ef-
fecUve on date of publication, since the
public an'd the affected industry -tnIli
benefit thereby, and I so find.

Notice and public procedure are not
neceszary prerequisites to the promulga-
tion of this order, and I so find. The
order is essentially a compilation of en-
Isting regulations heretofore promul-
gated and published In this part except
that standards and tests and methods of
assay for protamine zinc inslin, which
appear in the latest official United States
Pharmacopoeia and thus are unneces-
sary In these regulations, have been de-
leted. Some revision has been made in
the reaction test for globin insulin (with
zinc). These changes, as well as the
original regulations and previous
amendments, all of which appear In this
compilation, were drawn in collabora-
tion with the affected industry for whose
convenience the compilation has been
prepared.

Dated: March 31, 1947.
[sEM WATsoN B. MILLnx,

Administrator.
IF. R. Doc. 47-3237; F led, Apr. 3, 1947;

8:47 a. m.L

PMT 146--CEnIICATIO1 OF BATc-s OF
PzrcL~fr or, Srnry=cn-COsTAnt-
n!O DRUGS

By virtue of the authority vested in
the Federal Security Administrator by
the provisions of sections 507 and 701
(a) of the Federal Food, Drug, and Cos-
metic Act (52 Stat. 1040, 1055, as amend-
ed by 59 StaL 463 and Pub. Larw 16, 80th
Cong., 1st Sess.; 21 U. S. C. 371 (a); 21
U. S. C. Sup. 357) the regulations for the
certification of batches'of peniciin-con-
taining drugs (11 F. R. 12136), as amend-
ed, are hereby repealed and the following
regulations for the certification of pen-
icillin-containing drugs and strepto-
mycin-contalning drugs are substituted
therefor:

Sec
140.1 Deinittons and Interpretations.

140.2 ReVue for woring standard and
carticatlon; iformation and
va pl e required.

1463 Certlflcaton.
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Sec.
146.4 Conditions on the effectiveness of

certificate.
146.5 Records of distribution.
146.0 Authority to refuse certification serv-

Ice.
146.7 New penicillin products.
146.8 Fees.
146.18 Exemptions for labeling.
146.19 Exemptions for storage.
146.20 Exemptions for g rocessing.
146.21 Exemptions for repacking.
146.22 Exemptions for manufacturing use:
146.23 Exemptions for investigational use.
146.24 Sodium penicillin, calcium penicillin,

potassium penicillin;
146.25 Penicillin in oil and wax.
146.26 Penicillin ointment.
146.27 Tablets buffered penicillin.
146.29 Penicillin with aluminum hydroxide

gel.
145.30 Penicillin troches.
146.31 Penicillin dental cones.
146.32 Penicillin with vasoconstrictor.
146.33 Penicillin for surface application.
146.34 Tablets alum precipitated penicillin.
146.35 Penicillin sulfonamide powder.
146.36 Penicillin vaginal suppositories.
146.37 Buffered crystalline penicillin.
146,38 Capsules buffered penicillin with

pectin hydrolysate.
146.101 Streptomycin sulphate, streptomycin

hydrochloride, streptomycin phos-
phate, streptomycin trlhydrochlo-
ride calcium chloride.

AUTHoiTz: §§ 146.1 to 146.101, inclusive,
Issued under sees. 507, 701 (a), 52 Stat. 1040,
as amended by 59 Stat. 463, Pub. Law 16, 80th
Cong.; 21 U. S. C. and Sup:: 357, 371 (a).

DEFINITIONS
§ 146.1 Definitions and interpreta-

tions. For the purpose of the regula-
tions In this part:

(a) Each of the several antibiotic sub-
stances (e. g. penicillin F, penicillin G,
penicillin X) produced by the growth of
Penicillium notatum or Penicillium
chrysogenum, and each of the-same sub-
stances produced by any other means, is
a kind of penicillin.

Whenever the term "penicillin' ap-
pears In the regulations in this part it
means sodium penicillin, calcium peni-
cillin, or potassium penicillin, or any
combination of tvo or all of these, unless
otherwise specified.

(b) Each of the several antibiotic sub-
stances produced by the growth of Strep-
tomyces griseus and each of the same
substances produced by any other means,
is a kind of streptomycin.

Wherever the term 'streptomycin" ap-
pears In the regulations in this part it
means streptomycin sulphate, strepto-
mycin hydrochloride, streptomycin phos-
phate, or streptomycin trihydrochloride
calcium chloride, or any combination of
two or all of these, unless otherwise spec-
ified.

(c)'The term "penicillin master,
standard" means a specific lot of crys-
talline sodium penicillin G (sodium peni-
cillin II) which is designated by the
Commissioner as the standard of com,-
parison in determining the potency of
the penicillin working standard.

(d) The term "streptomycin master
standard" means a specific lot of crys-
talline trlhydrochloride calcium chloride
salt of streptomycin which is designated
by the Commissioner as the standard of
comparison In determining the potency
of the streptomycin working standard.

(e) The term "unit" means a penicil-
lin activity contained In 0.6 microgram
of the penicillin master standard; the
term "penicillin potency" means the
_ number of such units in %specified quan-
tity of a substance.

(f) The term "microgram", means the
streptomycin, activity (potency) con-
tained in 1.3 micrograms of the strepto-
mycin master standard.

(g) The term "penicillln' working
standard" means a specific lot of a homo-
geneous preparation of one or more peni-
cillin salts; the term "streptomycin
working standard" means a specific lot
of a homogeneous preparation of one or
more streptomycin salts; the potency of
each preparation has been determined by
comparison with its master standard
and each has been designated by the
Commissioner as working standards for
use in determining the potency of drugs
subject to the regulations in this -part.

(h) The term "batch!' means a specific'
homogeneous quantity of a drug.

(i) The term "batch mark" means an
Identifying mark or other identifying
device asigned to a batch by the manu-
facturer or packer thereof.

(j) The term "Commissioner" means
the Commissioner- of Food and Drugs and
any other officer of the Food and Drug
Administration whom he may designate
to act in his behalf for the purposes of
the regulation-'n this part.

(k) The term "U. S. P." means the
official Pharmacopoeia of the United
States, including supplements thereto.
The term "N. F." means the official Na-
tional Formulary, includinj supplements
thereto.

(1) The term "manufacture" does not
include the use of a drug as an ingredient
in compounding any prescription issued
in his professional practice by a physi-
cian, dentist, or veterinarian licensed by
law to administer or apply such drug.

(in) All statements, samples, and other
Information and materials. submitted in
connection with a request for certifica-
tion shall be considered to be a part of
such request.-

(n) The definitions and Interpretations
of terms contained in section 201 of the
act shall be applicable to such terms when
used in the regulations In this part.

(o) Except as specifically provided by
§§ 146.8 to 146.23, inclusive, no provision
of any section in this part shall be con-
strued as exempting any drug from any
applicable provision of the act or other
regulation thereunder.

(p) The regulation In Part 141 of this
chapter prescribing tests and methods
and methods of asays shall not be con-
strued as preventing the Commissioner
from using any other test or method of
assay in his investigations to determine
whether or not:

(1) A request for certification contains
any untrue statement of a material fact;
or (2) A certificate has been obtained
through fraud, or through misrepresen-
tation or concealment of a material fact.

GENERAL PROVISIONS

§ 146:2 Requests for working stand-
ards and certification; information and
samples required. (a) A request for

certification of a batch shall be addressed
to the Commissioner and shall be In a
form specified by him. A request from
a foreign manufacturer shall be signed
by such manufacturer and by an agent
of such manufacturer who resides In the
United States.

(b) The initial request for certification
of a batch of any drug submitted by any
person ghall be preceded or accompanied
by a full statement of the facilities and
controls-used to maintain the identity,
strength, quality, and purity of each
batch, including a description of (1) the
methods and processes used in the manu-
facture of the drug; (2) the tests and
assays of the drug made during the
manufacture of the batch and after it Is
packaged; and (3) the laboratory~facill-
ties used in such controls.

Such initial request shall also be pre-
ceded or accompanied by the key of the
batch marks used by such person and by
specimens of all labeling (Including
specimens of all brochures and other
printed matter except readily available
medical publications, referred to in such
labeling) to be used for such drug.
When any change is rhade In any such
facility or control, or In any such key or
labeling, such person shall promptly sub-
mit to the Commissioner a full statement
of such change or, In the case of changed
labeling, specimens showing all such
changes.

(c) Each sample submitted pursuant
to the regulations in this part shall be
addressed to the Commissioner. Its
package shall be clearly Identified as to
its Dontents and shall bear the name and
post-office address of the person submit-
ting it.

(d) In addition to the Information and
samples specifically required to be sub-
mitted to the Commissioner by the reg-
ulations In this part, the person who re-
quests certification of a batch shall sub-
mit such further information and sam-
ples as the Commissioner may require
for the purpose of Investigations to de-
termine whether or not such batch com-
plies with the requirements of § 146.3
for the issuance of a certificate.

(e) Upon the- request of any person,
stating reasonable grounds therefor, the
Commissioner shall furnish such person
with a portion of the working standards.

§, 146.3 Certification. (a) If It ap-
pears to the Commissioner, after such
investigation as he considers necessary,
that:

(1) The Information (including re-
sults of tests and assays) and samples
required by or pursuant to the regula-
tions In this part have been submitted,
and the request for certification contains
no untrue statement of a material fact;
and

(2) The batch complies with the reg-
ulations In this part and conforms to
the applicable standards of Identity,
strength, quality, and purity prescribed
by the regulations in this part; the Qom-
missioner shall certify that such batch is
safe and efficacious for use, subject to
such conditions on the effectiveness of
certificates as are prescribed by § 146.4,
and shall issue to the person who re-
quested It a certificate to that effect.
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(b) 'If the Commissioner determines,
after such investigation as he considers
to be necessary, that the information
subntted pursuant to the regulations in
this part, or the batch covered by such
request, does not comply with the re-
quirements set forth in paragraph (a)
of this section for the issuance of a cer-
tificate, the Commissioner shall refuse to
certify such batch and shall give notice
thereof to the person who requested cer-
tification, stating his reasons for refusal.

(c) Compliance of a drug with the
standards of identity, strength, quality,
and purity prescribed by regflations in
thfs part shall be determined by the tests
and methods of assay prescribed for such
drug by regulations in Part 141 of this

.chapter.
§ 146.4 Conditibns on the effectiveness

of certificates. (a) A certificate shall not
become effective:

(1) If it is obtained through fraud or
through misrepresentation or conceal-
ment of a material fact;

(2) With respect to any package un-
less in complies with the packaging re-
quirements, if any, prescribed by the reg-
ulations in this part which were in effect
on the date of the certificate;

(3) With respect to any package un-
less its label and labeling bear all words,
statements, and other information re-
quired by the regulations in this part; or

(4) With respect to any package of
penicillin or streptomycin when It is in-
cluded in a packaged combination with
another drug, unless such other drug
complies with the requirements of the
regulations in this part.

b) A certificate shall cease to be effec-
tive:

(1) With respect to any immediate
container after the expiration dat , if
any, prescribed by the regulations in this
part;

(2) With respect to any immediate
container when it 9r its seal (if the regu-
lations "in this part require it to be
sealed) is broken, or when its label or
labeling ceases to conform to any labeling
requirement prescribed by the regula-
tions in this part, except that:

(i) If the drug in such container is re-
packed or used as an ingredient in the
nianufacture of another drug, and certi-
fication of the batch thus made is re-
quested, such certificate shall continue
to be-effective for a reasonable time to
permit certification or destruction of
such batch; or.

(ii) If the drug is in a container pack-
aged for dispensing and is used in com-
pounding a prescription issued in his pro-
fessional practice by a physician, dentist,
or veterinarian licensed by law to ad-
minister or apply drugs, such certificate
shall continue to be effective for a rea-
sonable time to permit the delivery of
the drug compounded on such prescrip-
tion;

(3) With respect to any immediate
container of penicillin when it is included
in the packaged combination penicillin
with aluminum hydroxide gel or a vaso-
constrictor, except that when certifica-
tion of the batch so included is requested
such certificate shall continue to be effec-
tive for a reasonable time to permit cer-
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tification of such batch which is a parb
of such combination;

(4) With respect to any package when
the drug therein falls to meet the stand-
ards of identity, strength, quality, and
purity which were in effect on the date of
the certificate; except that those minor
changes which occur before the expira-
tion date and which are normal and un-
avoidable in good storage and distribu-
tion practice shall be disregarded;

(5) With respect to any package of
penicillin or streptomycin included In a
packaged combination with another drug,
when such other drug fails to meet the
requirements of the regulations in this
part; or

(6) With respect to any immediate
container, if such regulations require
its labeling to bear a caution against
dispensing otherwise than on prescrip-
tion, at the beginning of the act of
dispensing or offering to dispense it
otherwise than:

(I) By physician, dentist, or veteri-
narian, in his professional practice, who
Is licensed by law to administer drugs; or

(ii) On his prescription issued in his
professional practice.

§ 146.5 Records of distribullon. (a)
The person who requested certification
shall keep complete records showing each
shipment and other delivery (including
exports) of each certified batch or part
thereof by such person or by any person
subject to his control. Such recorct
shall show the date and quantity of each
such shipment or delivery and the name
and post-office address of the person to
whom such shipment or delivery was
made, and shall be kept for not less than
three years after such date.

(b) Upon the request of any officer or
employee of the Food and Drug Adminis-
tration, or of any other officer or em-
ployee of the United States acting on
behalf of the Administrator, the person
to whom a certificate is lcsued shall at
all reasonable hours make such records
available to any such officer or employee
and shall accord to him full opporunity
to make inventory of stocks of such
batch on hand and otherwise to check
the correctness of such records.

§ 146.6 Authority to refuse certiflca-
tion service. When the Administrator
finds, after giving notice and oppor-
tunity for hearing, that a person has:

(a) Obtained or attempted to obtain
a certificate through fraud, or through
misrepresentation or concealment of a
material fact;

(b) Falsified the records required to
be kept by § 146.5; or

(c) Failed to keep such records or to
make them available, or to accord full
opportunity to make an inventory of
stocks oil hand or otherwise to check
the correctness of such records, as re-
quired by § 146.5, and such failure may
materially impair the certification serv-
ice; the Administrator will immediately
suspend service to such person under
the regulations in this part and will
continue such suspension unless and un-
til such person shows adequate cause
why such service should be resumed.

§ 146.7 New Venicl~in or. strepto-
mycin products. Any request that the
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Administrator provide for the certifica-
tion of batches of a drug for which no
provision for certification Is made in the
existing regulations In this part shall be
in form specified by the Commissioner
and shall be accompanied by:

(a) A statement of the conditions for
which the person who makes suchrequest.
Intends such drug to be.used, and ade-
quate directions for use in each such con-
dition;

(b) Full reports of investigations
which have been made to ehow whether
or not such drug Is safe and efficacious
for use in such conditions; -

(c) A full list of the articles used as
components of such drug;

(d) A full statement of the composi-
tion of such drug;

(e) A full description of the methods
used In, and the facilities and controls
used for,- the manufacture, processing,
and packing of such drug;

(f) A full description of, or references
to publications containing practical and
accurate tests and methods of assay to
determine the identity, strength, qual-
ity, and purity of such drug;

(g) Such samples of such drug and
of the articles used as components there-
of as the Commissioner may require; and

(h) Specimens of all labeling (includ-
ing all brochures and other printed mat-
ter. except readily available medical pub-
lications, referred to in such labeling)
proposed to be used for such drug.

§ 146.8 Fees. (a) Fees for the serv-
Ices rendered un-er the regulations in
this part shall be such as are necessary
to provide, equip, and maintain an ade-
quate certification service.

(b) The fee for such services with re-
spect to each batch of a drug. certifica-
tion of which is provided by the regula-
tions In this part, is the fee prescribed
in the section relating specifically to such
drug, except that, in case of i supple-
mental request-submitted pursuant to the
provisions of § 146-18, the fee shall be
$2.00.

(c) When the Commissioner considers
It necessary to make investigations of a
new penicil in or streptomycin product.
on which a request has been submitted
in accordance with § 146.7, the fee for
such service shall be the cost thereof. Ih
such case the request shall be followed by
an advance deposit in such amount as
the Commissioner specifies, and there-
after such additional advance deposits
shall ba made as the Commissioner esti-
mates may be necessary to prevent ar-
rears In the payment of such fee.

(d) A person requiring continuing cer-
tification services may maintain an ad-
vance deposit of the estimated cost of
such services for a two-month period.
Such deposit shall be debited with fees
for services rendered, but shall not be
debited for any fee the amount of which
Is not definitely specified in the regula-
tions in this part unless the depositor
has previously requested the performance
of the services to be coyvred by such fee.
A monthly statement for each such ad-
vance deposit shall be rendered.

(e) The unearned portion of any ad-
vance deposit shall be refunded to the
depositor upon his application.

(f) All deposits and fees required by
the regulations n this part shall be paid
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by money order, bank draft, or certified
check drawn to the order of the Treas-
urer of the United States, collectible at
par, at Washington, D. C.

(g) All earned fees shall be deposited
in the Treasury of the United States to
the credit of Miscellaneous Receipts,
Federal Security Agency.

NoTE: Sections 146.9 to 146.17, inclusive,
reserved for future provisions.

§ 146.18 Exemptions for labeling. (a)
Except as provided by paragraphs (c)
and (d) of this section, a shipment or
other delivery of a drug which is to be
labeled at an establishment located else-
where than at the place of manufacture
shall be exempt, during the time of in-
troduction into and movement in inter-
state-commerce and the time of holding
in such establishment, from the require-
ments of section 502 (1) of the act if the
labeling of each shipping container bears
the batch mark of.the drug and the num-
ber of units per package, and if the per-
son who introduced such shipment or
delivery into interstate commerce holds
a permit from the Commissioner author-
izing shipment for labeling in such es-
tablishment.

(b) (1) An application for such-a per-
mit shall be in a form specified by the
Commissioner, and shall give the name
and location of the establishment in
which such labeling is to be done.

(2) In case the applicant Is the oper-
ator of such establishment, the applicka-
tion shall include a written agreement
signed by him that he-will request cer-
tification of each batch from which-any
shipment or delivery is made to such
establishment unless it is exempt under
section 801 (d) of Athe act or § 146.23;
that he will not remove any of such drug
from such establishbment unless it com-
plies with section 502 (1) of the act or
Is so exempt, or if certification Is refused,
unless it is returned within a reasonable
time to permit reprocessing and certifica-
tion, destruction, or such exemption at
the establishment where it was manu-
factured; that he will keep complete rec-
ords showing the date, quantity, and
batch mark of. each such shipment and
delivery and the disposition thereof; that
he will make such records available to
any officer or employee of the Food and
Drug Administration at any reasonable
hour within three years after the dte
of such disposition; and that he will ac-
cord full opportunity to such officer or
employee to make inventories of -stocks
on hand and otherwise check the cor-
rectness of such records.

(3) In case the applicant is not the
operator of such establishment such ap-
plication shall Include or be accompa-
nied by:

(i) A written agreement signed by the
applicant that he will request certifica-
tion of each batch from which any ship-
ment -or delivery is made to such estab-
lishment unless It is exempt under sec-
tion 801 d) of the act or § 146.23; that
he will keep complete records showing
the date, quantity, and batch mark of.
each such shipment and delivery; and
that he will make such records available
to any officer or employee of the Food
and Drug Administration at any reason-
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able hour within three years after the
date of such shipment or delivery; and

i) A written agreement signed by the
operator of such establishment that he
will submit a request, supplemental to
that of the applicant, for the certifica-
tion of each batch or -portion thereof
comprised in any such shipment or de-
livery received by him unless it Is exempt
under section 801 (d) of- thepact or
§ 146.23; that he will specify in his re-
quest the number of packages of each
size in such shipment or delivery, the
date of delivery, the btch mark thereof,
and the batch mark he will use therefor;
that the batch marks to be usqd (if dif-.
ferent from those of the applicant) will
be only those of which the key is specified
in this agreement; that the labeling to be
used for such packages will be only that
of which specimens are attached to this
agreement (including specimens of all
brochures and other printed matter, ex-

.cept readily ivailable medical publica-
tions,.referred to in such labeling); that
when any change is made in such key or
labeling he will promptly submit to the
Commissioner a full statement of such
change or, in the case of changed label-
ing, specimens showing all such changes;
that he will not remove any of such drug
from such establishment unless it com-.
plfes with section 502 (1) of the act or is
exempt under section 801 (d) of the act
or § 146.23 or, if certification Is refused,
unless it is returned within a reasonable

- tifne to permit reprocessing and certifi-
cation, destruction, or such exemption at
the establishment where it was manufac-
tured; that he will keep complete
records of the disposition of each such
shipment and delivery; that he will make
such records available'to any officer or
employee of the Food and Drug Admin-
istration- at any reasonable hour within
three years after'the date of such dispo-
sition; and that he will accord full op-
portunity to such officer or employee fo
make inventories of stocks on hand and
otherwise check the correctness of such
records.

(4) When the Commissioner finds,
after giving notice and opportunity for
hearing, that such application contains
any i mtrue statement of a material fact
or that any provision of any such agree-
ment has been violated he may revoke
such permit.
(c) An exemption of a shipment or

other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void ab
initio at the beginning of thd act of re-
moving or offering to remove such ship-
ment or dilivery or any part thereof, be-
fore or afte labeling, from such estab-
lishment unless such batch complies with
section 502 (1) of the act or is exempt un-
der section 801 d) of the act or § 146.23
or, if certification is refused, unless such
shipmeht or delivery is returned within
a reasonable time to permit reprocessing
und certification, destruction, or such ex-
emption at the establishment where it
was manufactured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this sectioen, In case the person who in-

troduced such shipment or delivery Into
interstate commerce Is not' the operator
of such establishment, shall expire at the
beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof, befdre or after label-
Ing, from such establishment unless such
batch complies with section '502 (1) of
the act or is exempt under section 801
(d) of the act or § 146.23 or, if certifica-
tion Is refused, unless such shipment or
delivery, within a reasonable time, Is de-
stroyed'or returned to permit reprocess-
ing and certification, destruction, or
such' exemption at the establishment
where It was manufactured.

§ 146.19 Eaemptions or storage. (a)
Except as, provided by paragraphs (c)
and -(d) of this section, a shipment or
other delivery of a drug which is to be
stored at a warehouse located elsewhere
than at the place of manufacture shall
be-exempt, during the time of introduc-
tion, into and movement In Interstate
commerce and the time of holding In
such warehouse, from the requirements
of section 502 (1)- of the act if the label-
ing of each shipping container bears the
batch mark of the drug, and If the person
who introduced such shipment or deliv-
ery Into Interstate commerce holds a
permit from the Commissioner authoFiz-
ing shipment for storage In such watre-
house.

(b) An application for such a permit
shall he In a form specified by the Com-
missioner, and shall give the name and
location of the warehouse In which such
drug is to be stored. Such application
shall be accompanied by:

(1) A written agreement signed by the
applicant that he will request certifica-
tion of each batch thereof unless It is
exempt under section 801 (d) of the act
or §§ 146.18, 146.21, or 146.22, that he
will not remove any of such drug from
such warehouse unless It complies with
section 502 (1) of the. act or is so ex-
empt or, If certification is refused unless
it Is returned within a reasonable time to
permit reprocessing and certification, de-
struction, or such exemption at the
establishment where It was manufac-
tured; that he will keep complete records
showing the date, quantity, and batch
mark of each shipment and other delifv-
ery of any such drug to such warehouse,
and that he will make such records avail-
able to any officer or employee of the
Food and Drug Administration at any
reasonable hour within three years after
the date of such shipment or delivery;
and

(2) A written statement signed by the
operator of such warehouse showing that
he has adequate facilities for such stor-
age; such statement shall contain an
agreement that he will hold each ship-
ment or other delivery of such drug in-
tact, under such conditions as will not
cause failure of the drug to comply with
the requirements for certification, that
he will keep complete r6cords showing
the date of receipt by him and the quan-
tity and batch mark of each such ship-
ment and delivery and the disposition
thereof, that he will make such records
available to any officer or einployee of
the Food and Drug Administration at
any reasonable hour within three years



-after the date of such disposition, and
that he will accord full opportunity to
such officer or employee to make inven-
tories of stocks on hand and otherwise
check the correctness of such records.

If the applicant keeps complete records
showing the date, quantity, and batch
mark of each -shipment and other de-
livery of any such drug from such ware-
house and the name and post-office ad-
dress of the person to whom such ship-
ment or delivery was made, the agree-
ment to keep records of such disposals,
to make such records available, and to
afford -opportunity for checking their
correctness may be included in the appli-
cant's.agreement and omitted from that
of the operator.

When the Commissioner finds, after
giving notice and, opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
-such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who intro-
duced such shipment or delivery into
interstate commerce is the operator of
such warehouse, shall become void ab
initio at the beginning of the act of
removing or offering to remove such
shipment or delivery or afiy part thereof
from such warehouse unless such batch
complies with section 502 (1) of the act
-or is exempt under section 801 (d) of the
act or §§ 146.18, 146.21, or 146.22, or, if
certification is refused, unless such ship-
ment or delivery is returned within a
reasonable time to permit reprocessing
-and certification, destruction, or such
exemption at the establishment where-It
,was manufactured.

(d)" An -exemption of a shipment or
"other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is not the operator
of such warehouse, shall expire at the

-beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof from such warehouse
unless such batch complies with section
502 (1) of the act or is exempt under sec-
tion 801 (d) of the act or §§ 146.18, 146.21,
or 146.22, or, if certification is refused,
unless such shipment or delivery, within
a reasonable time, is destroyed, or re-
turned t6permit reprocessing and certifi-
cation, destruction, or such exemption at
the establishment where it was maku-
facturecL

§ 146.20 Exemptions for processing.
-(a) Except as provided by paragraphs

(c) and (d) of this section, a shipment
or othee delivery of penicillin or strep-
tomycin in concentrated aqueous solu-
tiqn which is to be processed at an estab-

-ihment located elsewhere than at the
place of manufacture, shall be exempt
during the time of introduction into and
movement in interstate commerce and
the tine of holding in such establishment
from the requirements of section 502 (1)
of the act if the person-who introduced

- such shipment or delivery into interstate
commerce hols a permit from the Com-
missioner authorizing shipment for proc-
essing in such establishment, and each
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package of such solution bears the batch
mark of the drug.

(b) An application for such a. permit
shall be in a form specified by the Com-
missioner and shall give the name and
location of the establlshment In which
such processing is to be done. Such
application shall be accompanied by:

(1) A written agreement signed by the
applicant that he will keep complete rec-
ords showing the date, quantity, potency.
and batch mark of each shipment and
other delivery of any such solution to
such establishment, and that ,he will
make such records available to any offi-
cer or employee of the Food and Drug
Administration at any reasonable hour
within three years after the date of such
shipment or delivery;

(2) A written statement signed by the
operator of such establishment showing
that he has adequate facilities for such
processing; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark of
each such shipment and delivery and the
disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Adminis-
tration at any reasonable hour within
three years after date of such disposi-
tion, and that he will accord full oppor-
tunity to such officer or employee to
make inventories of stocks on hand and
otherwise check the correctness of such
records; and

(3) A written agreement signed by the
person who will own the drug after the
processing is completed that he will re-
quest certification of each batch thereof
unless it is exempt under section 801 (d)
of the act or. §§ 146.18, 146.19, 146.21,
146.22, or 146.23, and that he will not
remove any of such drug from such es-
tablihment unless It complies with sec-
tion 502 (I) of the act or Is so exempt.

When the Commissioner finds, after
giving notice and opportunity for hear-
Ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce Is the operator of
such establishment, shall become void
ab nitio at the beginning of the act of
removing or offering to remove such
shipment or delivery or any part thereof,
before or after processing, from such es-
tablishment unless the batch made from
such shipment or delivery complies with
section 502 (1) of the act or s exempt
under section 801 (d) of the act or
§§ 146.18, 146.19, 146.21, 146.22, or 146.23
or, if certification Is refused, unless such
shipment or delivery is reprocessed and
certified or destroyed within a reasonable
time.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who intro-
duced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at the
beginning of the act of removing or offer-

Ing to remove such shipment or delivery
or any part thereof, before or after pioc-
essing, from such establishment unless
the batch made from such shipment or
delivery complies ith section 532 (I)
of the act or is exempt under section 801
(d) of the act or §§ 146.18, 146.19, 146.21,
146.22, or 146.23, or, if certification has
been refused, unlezs uch shipment or
delivery Is reprocessed and certified or
destroyed within a reasonable time.

§ 146.21 Exemptions for repacking.
(a) Except as provided by paragraphs
(c) and (d) of this section, a shipment
or other delivery of a drug which is to
be repacked at an establishment located
elsewhere than at the place of manufac-
ture shall be exempt, during the time of
introduction into and movement In in-
terstate commerce and the time of hold-
ing In such establishment from the re-
quirements of section 502 (1) of the act
if the labeling of each container bears
the batch mark of the drug and the
number of units per package, and if the
person who Introduced such shipment
or delivery into interstate commerce
holds a permit from the Commissioner
authorizing shipment for repacking in
such establishment

(b) An application for such a permit
shall be in a form specified by the Com-.
mlszloner, and shall give the name and
location of the establishment In which
such repacking is to be done. Such appli-
cation shall be accompanied by:

(1) A written agreement signed by the
applicant that he will keep complete rec-
ords showing the date, quantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lishment, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion at any reasonable hour within three
years after the date of each shipment or
delivery;

(2) A written statement signed by the
operator of such establishment showing
-that he has adequate facilities for such
repacking; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark
of each such shipment and delivery and
the dsposition thereof, that he will make
such records available to any-officer or
employee of the Food and Drug Admin-
Istration at any reasonable hour within
three years after the date of such dis-
position, and that he will accord full op-
portunity to such officer or employee to
make Inventories of stocks on hand_ and
otherwise check the correctness of such
records; and

(3) A written agreement signed by the
person who will own the drug after the
repacking is completed that he will re-
quest certification of each batch thereof
unless it is exempt under section 801
(d) of the act or §§ 146.18, 146.19, or
146.23, and that he will not remove any
of such drug-from such establishment
unless It complies with section 502 (l)
of the act or is so exempt or is returned
to him for labeling or, if certification is
refused, unless it is returned within a
reasonable time to permit reprocessing
and certification, destruction, or such
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exemption at the establishment where it
was manufactured.

When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of.
such establishment, shall become void ab
inltio at the beginning of the act of re-
moving or offering to remove such ship-
ment or delivery or any part thereof,
'before or after repacking, from such
establishment unless such batch com-
plies with section 502 (1) of the act or
is exempt under section 801 (d) of the
act or §§ 146.18, 146.19, or 146.23 or is
returned to such person for-labeling or,
if certification is refused, unless such
shipment or delivery is returned within
a reasonable time to permit reprocessing
and certification, destruction, or such
exemption at the establishment where it
was manufactured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
thisr section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at
the beginning of the act of removing or
offering to remove such shipment or de-
livery or any part thereof, before or after
repacking, from such establishment un-
less such batch complies with section
502 (1) of the act or is exempt under
section 801 (d) of the-act or §§ 146.18,
146.19, or 146.23 or is returned to such
person for labeling or, if certification is
refused, unless such shipment or delivery,
within a reasonable time, is destroyed or
returned to permit reprocessing and cer-
tification, destruction, or such exemp-
tion at the establishment where it was
manufactured.

§ 146.22 Exemptions for manufactur-
ing use. *(a) Except as provided by para-
graphs (c) and (d) of thissection, a ship-
ment or other delivery of penicillin or
streptomycin which is packed in con-
tainers of not less than ten million units
of penicillin or 10 grams of streptomycin
each shall be exempt, during the time of
introduction into and movement in in-
terstate commerce and the time of hold-
ing in the establishment where it is so
used, from the requirements of section
502 (1) of the act if it conforms to the
standards prescribed therefor by the sec-
tion of the regulations in this part which
is speciflcall applicable to such other
drug, if the label of each container bears

'the'batch mark of the drug, the num-
ber of units or grams per package, and
the date on which the latest assay of the
drug was completed, and if the person
who Introduced such shipment or deliv-
ery into interstate commerce holds a per-
mit from the Commissioner authorizing
shipment for manufacturing use in such
establishment.
, (b) An application for such'a permit

shall be In a form specified by the Com-
missioner, shall give the name and loca-

tion of the establishment in which such
drug is to be used and shall be accom-
panied by:

(1) A written agreement signed by the
applicant that he will keep complete
records showing the date, quantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lishment, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion at any reasonable hour within'thred
*ears after the date of such shipment or
delivery;

(2) A written statement signed by the
operator of such establishment showing
that he has adequate facilities for the
manufacture of such other drug; such
statement shall contain an *agreement
that he will keep complete records shoW-
ing the date of receipt by him and the
quantity and batch mark of each such
shipment and delivery and the disposi-
tion thereof and showing the quantity
and batch mark of each batch of such
other drug manufactured by him and
the disposition thereof; that he will
make such records available 'o bny offi-
cer or employee of the Food and Drug
Administration at any reasonable hour
within three years after the date of such
disposition, and that he will accord full
opporttnity to such officer or employee
to make inventories of stocks on hand
and otherwise check the correctness of
such records; and

(3) A written agreement signed by the
person who will own the drug after its
manufacture is completed that he will
request certification of each batch there-
of unless it is exempt under section 801
(d) of the act or §§ 146.18, 146.19, 1,46.21,
or 146.23, and that he will not remove
any of such drug from such establish-
ment unless it complies with section 502
(1) of the act or is so exempt or Is re-
turned to him for labeling.

When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-

.ment has bedri violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void
ab initio at the beginning of the act of
removing or offering to remove such
shipment or delivery or any part thereof
from such establishment, prior to its use
in the manufacture of another drug,
unless it is exempt under section 801 (d)
of the act.

(d) An exemption of a shipment or
other delive ry under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery Into
interstate commerce is not the operator
of such establishment, shall expire at
the beginning of the act of removing or
offering to remove such shipment or
delivery or any part thereof from such
establishment, prior to Its, use in the
manufacture of another drug, unless it
is exempt under section 801 (d) of the
act.

§ 146.23 Exemptions for investiga-
tional use. (a) A shipment or other de-
livery of a drug shall be exempt from
section 502 (1) of the act if all of the
following requirements are complied
with:

(1) The label of such drug bears the
batch mark and the statement "Cau-
tion-Limited by Federal Law to invetti-
gational use only."

(2) -Such shipment or delivery Is made
only to, and solely for investigational use
by or under the direction of, an expert
qualified by scientific training and eX-
perlence to investigate the safety or
efficacy of such drug.

(3) The person who introduced such
shipment or delivery into interstate com-
merce keeps complete records showing
the date, quantity, and batch mark of
each such shipment and delivery.

(4) Such person, prior to making such
sIhipment or delivery, obtains a statement
signed by such expert showing that he
has adequate facilities for the investi-
gation to be conducted by him, and that
such drug will be used solely by him or
under his direction for the investigation,
Such person shall keep such statement.

(5) Such person makes all documents
referred to in subparagraphs (3) and (4)
of this paragraph available to any officer
or employee of the Food and Drug Ad-
ministration at any reasonable hour
within three years after the date of such.
shipment or delivery.

(b) An exemption of a shipment or
other delivery of a drug under paragraph
(a) of this section shall become void ab
initio if:

(1) The person who introduced such
shipment or delivery into interstate com-
merce fails to keep any document re-
quired to be kept by paragraph (a) of
this section; or

(2) Such person fails to make any
such document available for inspection
as required by paragraph (a of this sec-
tion.

(c An exemption of a shipment or
other delivery of a drug under para-
graph (a) of this section shall expire
upon the use' of any part of such ship-
ment or delivery other than in accord-
ance with the signed statement referred
to in subparagraph (4) of paragraph (a)
of this section.

§ 146.24 Sodium penicillin (penicillin
sodium, penicillin sodium salt), calcium
penicillin (penicillin calchm, penicillin
calcium salt), crystalline penicillin
(crystalline penicillin sodium, crystalline
penicillin sodium salt, crystalline penici-
lin potassium, crystalline penicillin po-
tassium salt, crystalline penicillin G
sodium, crystalline penicillin G sodium
salt, crystalline penicillin G 25otassium,
crystalline penicillin G potassium salt)-
(a) Standards of identity, strength,
quality, and purity. Sodium penicillin Is
the sodium salt, of a kind of penicillin, or
a mixture of two or more such salts:
calcium penicillin is the calcium salt of
a kind of penicillin, or a mixture of two
or more such salts; crystalline penicillin
Is the heat stable crystalline sodium or
potassium'salt of one or ,moro kinds of
penicillin, but the quan y of any salt
of penicillin K therein is not more than
30 percent; crystalline penicillin 0 Is

2236



Friday, April 4, 1917

crystalline penicillin which contains not
less than 90 percent of the sodium salt or
potassium salt of penicillin G. Each
such drug is so purified and dried that:

(1) Its potency is not less than 500
units per milligram, except that:

(i) If it contains not loss than 90 per-
cent of a salt of penicillin X its potency
is not less than 350 units per milligram;-

(ii) If it is crystalline penicillin G
sodium its potency is not less than 1500
units -per milligram; and

(iii) If it is crystalline penicillin G po-
tassium its potency is not less than 1435
units per milligram;

(2) It is sterile;
(3) It is nontoxic;
(4) It is nonpyrogenic;
(5) Its-moisture content is not more

than 2.5 percent unless it is crystalline
penicillin in which case its moisture con-
tent is not more than 1.5 percent;

(6) Its pH in aqueous solution of 5,000
to 10,000 units per milliliter is not less
than 5.0 and not more than 7.5;

(7) Its solution in water for injection
U. S. P., dextrose injection 5 percent
U. S. P., or physiological salt solution
U. S. P., prepared by adding 5,000 to 10,-
000 units per milliliter, is of such clarity
that it is substantially free of any tur-
bidity or undissolved material.

(b) Packaging. In all cases the im-
mediate-containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the cofitents
cannot be uSed withdut destroying the
seal, and shall be of such composition
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards,_ except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. In case it is packaged for dis-
pensing it shall be immediate contain-
ers of colorless transparent glass which
meet the test for glass containers of type
I or type II prescribed by the U, S. P.,
closed by a substance through which a
hypodermic needle may be introduced
and withdrawn without removing the
closure or destroying its effectiveness;
each such container shall contain 100,000
units, 200,000 units. 500.000 units, 1,000.-
000 units or 5,000,000 units, except that
when packaged and labeled solely for
dental use each such container may con-
tain 10,000 units or 20,000 units, and each
may be packaged in combination with a
container of the solvent, water for injec-
tion U. S. P., dextrose injection 5-percent
U. S. P.-(if not packaged for dental use),
or physiological salt solution.U. S. P.

(c) Labeling.- Each package shall bear
on its label or labeling as hereinafter
indicated, the following:-

(1) On the outside wrapper or con-
tainer and the iminediate container:

Wi The batch mark;
(ii) The number of units in the imme-

diate container;
(iii) The statement "Expiration date

..-. ,the blank being-filled in with
the dat, which is 18 months or if it Is
crystalline penicillin 36 months, after
-the month during which the batch was
certified; and

(Iv) The statement "For Manufactur-
Ing Use", "For Repackdng", or "For Man-
ufacturing Use or Repacking" when
packaged for repacking or for use as an
ingredient in the manufacture of another
drug. as the case may be.

(2) On the outside wrapper or con-
tainer if It Is not crystalline penicillin
the statement "Store in refrigerator not
above 15" C. (590 F.)", or "Store belov
15* C. (590 F.)".

(3) On the circular or other labeling
within or attached to the package, If It
is packaged for dispensing, adequate di-
rections for use and warnings as re-
quired by section 502- f) of the act,

"including:
(1) Clinical Indications;
(ii) Dosage and administration, In-

cluding method of preparation and
strength of solutions for different routes
of injection and local application;

(ill) The conditions under which such
solutions should be stored, including a
reference to their Instability when stored
under other conditions and if It is crys-
talline penicillin the statement "Sterile
solution may be kept in lefrlgerator for
three days without sgnificant loss of
potency," and if It is not crystalline
penicillin the statement "Sterile solution
may be kept In refrigerator for one week
without significant loss of potency",;

(v) Contraindications; and
v) Untoward effects that may accom-

pany administration, Including sensiti-
zation.

If two or more immediate containers
are in such package, the number of such
circulars or other labeling shall not be
less than the number of such containers.

d) Requests for certification, chccT"
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2, a person who requests certifi-
cation of a batch shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in the batch, the number of units
in each package, and (un-less It was pre-
vlously submitted) the date on which the
latest assay of the drug comprising the
batch was completed. Such request
shall be accompanied or followed by the
results of tests and assays made by him
on the batch for potency, sterility, toxic-
Ity. pyrogens, moisture, pH, clarity, peni-
ciin K content (unless It Is crystalline
penicillin G), crystalilnity and heat
stability if It is crystalline penicillin, and
the penicillin G content if It Is crystal-
line penicillin G. If such batch or any
part thereof Is to be packmged with a
solvent such request shall also be accom-
panied by a statement that such solvent
conforms to the requirements prescribed
therefor by this section.

(2) If such batch Is packaged for dis-
pensing such person shall -submit with
his request a sample consistng of one
immediate container for each 5,000 Im-
mediate containers in such batch, but in
no case shall such sample consist of less
than six or more than 13 Immediate con-
tainers, unless:

(i) It Is crystalline penicillin, other
than crystalline penicillin G, then not
less than 8 and not more than 15
immediate containers;

(11) It Is crystalline penicillin G, then
not les.s than 10 and not more than 17
immediate containers;

(IiD It is packagped in containers of
10.000 units or 20,000 units for dental
use, then not less than 20 and not more
than 100 Immediate containers if it is not
crystalline penicillin and not less than
40 and not more than 100 immediate con-
tainers if it Is crystalline penicillin.
Such sample shall be collected by taking
single Immediate containers, before or
after labeling, at such Intervals through-
out the entire time of packaging the
batch that the quantities packaged dur-
ing the intervals are approximately
equal.

(3) If such batch is packaged for re-,.
pacling or for use as an ingredient in
the manufacture of another drug, such
person shall submit with his rrquest a
sample containing 6, or in the case of
crystalline penlcillin 10, approximately
equal portions of at least 40 milligrams
each taken from different parts of such
batch; each such portion shall be pack-
aged in a separate container, and in ac-
cordance with the requirements of para-
graph (b) of this section.

(4) In connection with contemplated
requests for certification of repacked
batches or batches of another drug in
the manufacture of which itis to be used,
the manufacturer of a batch which is
to be so repacked or used may request
the Commissioner to make check tests
and assays on. a sample of such batch
taken as prescribed by subparagraph (3)
of this paragraph. From the informa-
tion required by subparagraph (1) of this
paragraph may be omitted results of tests
and assays not required for the batch
when used in such other drug. The
Commissioner shall report to - such
manufacturer results of such check tests
and assays as are so requested.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) 4.00 for each immediate container
in the sample submitted in accordance
with paragraphs d) (2), (3), and (4) of
this section, except'if packaged in con-
tainers of 10,000 units or 20,000 units
each for dental use, $L00 for each im-
mediate container; and

(2) If the Commiioner considers that
investigations, other than examination
of such immediate containers, are neces-
sary to determine whether or not such
batch complies with the requirements of
§ 146.3 for the Issuance of a certificate,
the cost of such investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unIless
such fee is covered by an advance
deposit maintained in accordance with
§ 146.8 d).

§ 146.25 Penicillin in cii and cax
(calcium penicilfin in wil and wax,
crystalline penicillin in oil and wax)-
(a) Standards of identitY, Strength,
quality, and purity. Penicillin in oil and
wax is a suspension of calcium penicil-
lin or crystalline penicillin in a- mens-
truum of refined peanut oil or sesame oil
in which white wax is dispersed. Its
potency is 100,000 units, 200,00 units, or
300,000 units per milliliter except if it
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Is packaged and labeled solely for udder
instillations of cattle Its potency i 2,000
units per milliliter. -The content of white
wax in the mengtruum before the addi-
tion of the penicillin is not less than 3.0
percent (w/v) if the potency is to be not
more than 200,000 units per milliliter,
and not less than 4.7 or more than 4.9
percent Cw/v) if the potency is to be
300,000 units per milliliter. Its moisture
content is not more than 1.0 percent. It
is sterile. The 'calcium penicillin or
crystalline penicillin used conforms to
the requirements of § 146.24 Ca) except
subparagrafh (7), but its potency is not
less than '50 units per milligram if it
is used in making a product of not more
than 200,000 units per milliliter, and not
less than 900 units per milligram if it
Is used in making a product containing
300,000 units per milliliter. The sesame
oil used conforms to the standards pre-
scribed therefor by the N. F. The white
wax Used conforms to the standards bre-
scribed therefor by the U. S. P.

(b) Packaging. The immediate con-
tainer of penicillin in oil and wax shall
be of colorless transparent glass (unless
It Is packaged and labeled solely for ud-
der instillations of cattle) so closed as to
be a tight container as defined by the
U. S. P., shall be sterile at the time of
filling and closing, shall be so sealed that
its contents cannot be used without de-
stroying such seal, and shall be 6f su6h"
composition as will not cause any change
In the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable In good packaging, storage,
and distribution practice shall be disre-
garded. The quantity of penicillin in oil
and wax in each such container shall be
such that as much as-one milliliter but
not more than 20 milliliters may be with-
drawn therefrom, unless it is packaged
for repacking or is packaged and labeled
solely for udder instillations of cattle.

(c) L beling. Each package of pen-
icillin In oil and wax shall bear, on its
label or labeling as hereinafter indicated
the following: ,

(1) On the outside wrapper or con-
tainer and the immediate container of
the package:

() The batch mark;
(i) The number of units per milliliter

of the batch;
(iii) The statement "Expiration date

- ," the blank* being filled in, if
crystalline penicillin is used, with the
date which is 18 months, or if crystalline
penicillin is not used, with the date which
Is 12 months after the month during
which the batch was certified;

(iv) The statement "For intramus-
cular or subcutaneous use only"; and

Cv) If it Is represented to contain
2,000 units per milliliter, the statement
"For udder instillations of cattle only".

(2) On the circular or other labeling
within or attached to the package, ade-
quate directions-for use and warnings as
required by section 502 Cf) of the act,
Including:

(1) Clinical Indications;
i1) Dosage and, administration, In-

cluding site of injection;
(lii) Contraindications; and

Qv) Untoward effects that may ac-
company administration, including sen-
sitization.

Cd) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2, a person who
requests certification of a batch of peni-
cillin in oil and wax shall submit with
his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless it was previously submitted)
the date on which the latest assay of the
penicillin used in making such batch was
completed, the number of units in-each
of such packages, the quantity of eacli
ingredient used in making the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and that the peanut oil or sesame
oil and white wax used in making such
batch conform to the requirements pre-
scribed therefor by this section.

(2) Except. as otherwise provided by
subparagraph (4) of this paragraph,
such person shall suimit in connection
with His request results of the tests and
assays listed aftpr each of the following,
made by him on an accurately repre-
sentative sample of:

(l) The batch; potency, sterility, mois-
ture.

Ci) The penicillin used ii making the
bafch; p6tency, sterility, toxicity, pyro-
gens, moisture, pH, penicillin K content
(unless it is crystalline penicillin G),
crystallinity and heat stability If It Is
crystalline penicillin, and the penicillin G
content if it is crystalline penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such persorl shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

Ci) The batch; one package for each
509,0packages In the batch, but in no case
less than three packages or more than
12 packages, collected by'taking single
.packages at such intervals throughout
thp entire time of packaging the batch
that the quantities packaged during the
intervals are approximately equal.

(i) The penicillin used in making the
batch; six packages if it is calcium peni-
cillin or 10 packages if it is crystalline
penicillin, containing approxinoately
equal portions of not less than 40 milli-
grams each, packaged in accordance with
the requirements of § 146.24 b).

(iii) In case of an initial request for
certification, the peanut oil or sesame oil
and white wax used in making the batch;
one package of each containing, respec-
tively approximately 250 grams and 25
grams.

(4) No result referred to in subpara-
graph (2) i) of this paragraph, and no
sample referred to in subparagraph (3)
(i) of this paragraph, is required if such
result or. sample has been previously
submitted.

(e) Fees. The fee for the services
'rendered with respect to each batch of
penicillin in oil and wax under the regu-
lations in this-part shall be:

(1) $8.00 for each package submitted
In accordance with paragraph (d) (3)
(i), $4.00 for each package in the sam-
ples submitted in accordance with para-

graph (d) (3) (ii) and (li), of this sec-
tion; and

(2) If the Commissioner considers
that n nvestigations, other than examina-
tion of such packages, are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
for the issuance of a certificate, the cost
of such Investigations.

The fees prescribed by subparagraph
(1) of this paragraph shall accompany.
the request for certification unless such
fee Is covered by an advance* deposit
maintained In accordance with § 146.8

d).
§.146.26 Penicillin ointment (calcium

penicillin ointment, penicillin ointment
calcium salt)-(a) Standards of identity,
strength, quality, and purity. Penicillin
ointment is calcium penicillin In an oint-
ment base composed of wool fat, petro-
latum, or white petrolatum, or any mix-
ture of two or all of these, with or without
liquid petrolatum, white wax, yellow wax,
cottonseed oil, or peanut oil, oxycholes-
terin derivatives from wool fat, or any
mixture of two or all of these. Its
moisture content is not more than 1.0
percent. Its potency is not less than
250 units per gram. Its content of vi-
able microorganisms Is not more than 50
per gram. The penicillin used conforms
to the requirements of § 146.24 (a) ex-
cept the limitation on penicillin K con-
tent and except subparagraphs (1), (2),
(4), and (7) of § 146.24 (a), but its po-
tency is not less than 300 units per milli-
gram. The peanut oil is refined; each
other, component of the ointment base
-conforms to the standards prescribed
therefor by the U. S. P.

(b) Packaging. Penicillin ointment
shall be packaged In collapsible tubes,
which shall be well-closed containers as
defined by the U. S. P., and shall not be
larger than the one-eight-ounce size if
such ointment Is represented for oph-
thalmic use and In no case larger than
the two-ounce size. The composition of
the tubes and closure shall be such as
will not cause any change In the
strength, quality, or purity of the con-
tents beyond any limit therefor In ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Each package of pen-
icillin ointment shall bear, on its label
or labeling as hereinafter Indicated, the
following:

(1) On the outside wrapper or con-
tainer and the tImmediate container:

(1) The batch mark;
(i) The number of units per gram of

the batcl.: and
( Cii) The'statement 4'Ekplration date

-.." the blank being filled In with
the date which Is nine months after the
month during which the batch was cer-
tified.

(2) On the o'jtslde wrapper or con-
tainer:

(C) The statement "Store In refrigera-
tor not above 15° C. (59' F.)," or "Store
below 150 C. (590 F.);"

(ii) Unless It Is Intended solely for
veterinary use and Is conspicuously so
labeled, the statement "Caution: To be

2238



Friday, April 4, 1947

dispensed only by or on the prescription
of a . the blank being filled in
with the word "physician" or "dentist"
or "veterinarian" or with any combina-
tion of two or all of these words as the
case may be; and

(iii) Unless the drug is intended solely
for veterinary use and is so labeled, a
reference specifically identifying a read-
ily available medical publication con-
taining directions and precautions (in-
cluding contraindications and-possible
sensitization) adequate for the use of
such ointment; or a reference to a
brochure or other printed matter con-
taining such directions and precautions,
and a statement that such brochure or
printed matter will be sent on request.

(3) On the circular or other labeling
within or attached to the package, if the
drug is intended solely for veterinary
use, directions and precautions adequate
for the use of such ointment, including:

(i) Clinical indications;
(ii) Dosage and administration;
(iii) Contraindications; and I
(iv) Untoward effects that may ac-

company administration.
(d) Requests for certiftcation; samples.

(1) In addition to complying with the
requirements of § 146.2, a person who
requests certification of a batch of
penicillin ointment shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the
penicillin used in making such batch was
completed, the quantity of each in-
gredient used in making the batch, the
date on which thelatest assay of the drug
comprising such batch was completed,
and that each component of the oint-
ment base used conforms to the require-
ments prescribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request results of the tests and as-
ays listed after each of the following,

made by him on an accurately repre-
sentative sample of:

(W The batch; potency, moisture, mi-
croorganism count.

(i) The penicillin used in making the
batch; potency, toxicity, moisture, pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative sam-
ples of the following:

(i) The batch; one package for each
5,000 packages in the batch, but in no
case less than five packages or more than
12 packages, collected by- taking single
packages at such intervals throughout
the entire time of packaging the batch
that the quantities packaged during the
intervals are approximately equal.

(Qi) The penicillin used in making the
batch; five packages containing approxi-
mately equal portions of not less than
40 milligrams each, packaged in ac-
cordance with the- requirements of
§ 146.24 (b).

Off) In case of an initial request for
certification, the ingredients used in
making the ointment base of the batch;
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one package of each containing approxi-
mately 200 grams.

(4) No result referred to In subpama-
graph (2) (II) of this paragraph, and
no sample referred to in subparagraph
(3) (i) of this paragraph, Is required if
such result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
penicillin ointment under the regulations
in this part shall be:

(1) $8.00 for each package In the
samples submitted in accordance with
paragraph (d) (3) (i) of this section,
$4.00 for each package in the samples
submitted in accordance with paragraph

d) (3) (U) and (1Il), of this section;
and

(2) If the Cdmmissioner considers that
investigations, other than examination of
such packages, are necessary to deter-
mine whether or not such batch complies
with the requirements of § 146.3 for the
Issuance of a certificate, the cost of such
investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with §146.8

d).
§ 146.27 Tablets buffered penicillin

-(tablets buffered penicillin sodium, tab-
lets buffered pcnicillin calcium, tab-
lets buffered penicillin potassium, tablets
buffered penicillin sodium salt, tablets
buffered penicillin calcium salt, tablets
buffered penicillin potassium zal.)-(a)
Standards of identity, strength, quality,
and purity. Tablets buffered penicillin
is penicillin and one or more of the
buffer substances sodium citrate, sodium
benzoate, citric acid, aluminum hydrox-
ide, calcium carbonate, magnesium oxide.
aluminum dhydroxyamino acetate, and
sodium salts of fatty acids if in quanlflte
sufficient to exert a buffering action. It
is tableted with or without the addition of
one or more suitable and harmless dliu-
ents, binders, lubricants, colorings, and
flavorings. The potency of each tablet
is not less than 50,000 units and If It I,
less than 100.000 units it is "unscored";
its moisture content is not more than 1.0
percent. The penicillin used conforms
to the standards prescribed therefor by
§146.24 (a), except subparagraphs .(1),
(2), (4), and (7) of § 146.24 (a), but Its
potency is not less than 300 units per
milligram. Each other substance, if Its
name is recognized in theU. S. P. orN. F.,
conforms to the standards prescribed
therefor by such official compendium.

(b) Packaging. Unless each tablet
buffered penicillin is enclosed in foil or
plastic im and such enclosure is a tight
container as defined by the U. S. P., ex-
cept the provision that It shall be capable
of tight reclosure, the immediate con-
tainer shall be a tight container as so
defined. The Immediate container may
also contain a desiccant separated from
the tablets by a plug of cotton or other
like material. The composition of the
immediate container, or of the foil or
film enclosure, shall be such as will not
cause any change in the strength, qual-
ity, or purity of the content beyond any
limit therefor In applicable standards,

except that minor changes so caused
which are normal and unavoidable in,
good packaging, storage, and dist bu-
tion practice shall be disregarded. The
number of tablets in the immediate con-
tainer is such that the total number of
units therein is not less than 300,000.

c) Labeling. Each package of tab-
'lets buffered penicillin shall bear, on its

label or labeling as hereinafter indicated,
the following:

(1) On the outside wrapper or con-
taner and the immediate container:

(i) The batch mark;
I) The number of units in each tab-

let of the batch;
(I) The name of each buffer sub-

stance used in making the batch; and
(iv) The statement "Expiration date

-the blank being filled in, if
crystalline penicillin is used, with the
date which is 18.months, or If crystalline
penicillin is not used, with the datewhich
is 12 months after the month during
which the batch was certified.

(2) On the outside wrapper or con-
talner:

(i) Unless It Is Intended solely for vet-
erinary use and s conspicuously so
labeled, the statement "Caution: To be
dispensed only by or on the prescription
of a ___--", the blank being filled in
with the word "physician" or "dentist"
or "veterinarian" or any combination of
two or all of these words, as the case may
be.

(11) Unless It is intended solely for vet-
erinary use and is so labeled, a reference
specifically Identifying a readily avail-
able medical publication containing di-
rections and precautions (including con-
traindications and possible sensitization)
adequate for the use of such tablets buf-
fered penicillin, or a reference to a bro-
chure, or other printed matter containing
such directions and precautions, and a
statement that such brochure and
printed matter will be sent on request.

(3) On the circular or other labeling
within or attached to the package, if it Is
Intended solely for veterinary use, direc-
tions and precautions adequate for the
use of such tablets, including:

(i) Clinical indications;
(if) Dosage and administration;
(lI) Contraindfcations; and
(iv) Untoward effects that may ac-

company administration, including those
from any buffer substance present.

If two or more such immediate con-
tainers are in such packa e the number
of such circulars or other labeling shall
not be less than the number of such
containers.

d) Requests for certification; sam-
pies. (1) In addition to complying with
the requirements of § 146.2, a person who
requests certification of a batch of tab-
lets buffered penicillin shall submit with
his reqest a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless It was previously submitted)
the date on which the latest assay of the
peniclln used in making such batch was
completed, the number of units in each
tablet, the quantity of each ingredient
used in making the batch, the date on

1which the latest assay of the drug com-
prising such batch was completed and a
statement that each Ingredient used in
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making the batch conforms to the re-
quirements prescribed therefor, if any,
by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:
(i) The batch; average potency per'

tablet, average moisture.
(ii) The penicillin used in making the

batch; potency, toxicity, moisture, pH,
penicillin K content (unless it is cryst~l-
line penicillin G), crystallinity and heat
stability If It is crystalline penicillin, and
the penicillin G content if it is crystal-
line penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
Inafter indicated, accurately representa-
tive samples of the following:

(1) The batch; one tablet for each
5,000 tablets in the batch, but in no case
less than 20 tablets or more than 100 tab-
lets, collected by taking single tablets at
such intervals throughout the entire
time of tableting that the quantities tab-
leted during the Intervals are approxi-
mately equal.

(i) The penicillin used in making the
batch; six packages, or in the case of
crystalline penicillin 10 packages, each
containing approximately equal portions
of not less than 10 milligrams each,
packaged in accordance with the re-
quirements of § 146.24 (b).\

(ii) In case of an initial request for
certification, each buffer substance, dil-
uent, binder, lubricant, coloring, and
flavoring used in making the batch; one
package of each containing approxi-
mately 5 grams.

(4) No result referred to in subpara-
graph (2) (it) of this paragraph, and
no sample refered to in suSparagraph
(3) (ii) of this paragraph, is required if
such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch of tab-
lets buffered penicillin under the regula-
tions in this part shall be:

(1) $1.00 for each tablet in the sample
submitted in accordance with paragraph
(d) (3) (1) of this section. $4.00 for
each package in the samples submitted
in accordance with paragraph (d) (3)
(ii) and (ii, of this section; and

(2) If the Commissioner considers that
investigations, other than examination
of such tablets and packages, are neces-
sary to determine whether or not such
batch complies with the requirements of
§ 146.3 for the issuance of a certificate,
the cost of such investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d).

§ 146.29 Penicillin with aluminum hy-
droxide gel-(a) Standards of identity,
strength, quality, and purity. Penicillin
with aluminum hydroxide gel is a pack-
aged combination of one immediate con-
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tainer of penicillin and one immediate
container of aluminum hydroxide gel.
Such penicillin conforms to the stand-
ards prescribed therefor by § 146.24 (a),
except subparagraphs (1), (4), and (7)
of § 146.24 (a), but its potency is not
less than 300 units per milligram. Such
aluminum hydroxide gel conforms fo the
standards prescribed therefor by the
U. S. P., but contains not more than 50
viable microorganisms per milliliter.

(b) Packaging. The immediate con-
tainer of the penicillin shall conform to
the packaging requirements set forth in
§ 146.24 (b), except that it shall contain
not less than 300,000 units and its closure
may be one through which a hypodermic
needle cannot be introduced. The im-
mediate container of the aluminum hy-
droxide gel shall be a tight container as
defined by the U. S. P.; the quantity
therein shall be 30 milliliters for each
100,000 units in the immediate container
of penicillin.

(c) Labeling. Each package of pen-
icillin with aluminum hydroxide gel shall
bdar on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and on the immediate container of
the penicillin:

(i) The batch mark;
(ii) The number of units In such con-

tainer; and
(iiI) The statement "Expiration date

----------- the blank being filled in with
the date which is 18 months after the
month during which the batch was certi-
fied, unless it is crystalline penicillin, in
which case the blank is filled in witl the
date which is 36 months after the month
during which the batch was certified.

(2) On the immediate container of the
penicillin, the statement "Warning-Not
for injection", unless it conforms to the
standards and packaging requirements
prescribed therefor by § 146.24 (a) and
(b), except that the immediate container
may contiin300,000 units.

(3) On the outside wrapper or con-
tainer of the package, the statements:
(i) "Caution: To be dispensed only by

or on We prescription of a ", the
blank being filled in with the word "phy-
sician" or "dentist" or both as the case
may bq; and

(ii) V'Store in refrigerator not above
15" C. (590 F.)", or "Store below 15- C.
(590 F.) ", unless it is crystalline penicillin
in which case the storage statement may
be omitted.

(4) On the circular or other labeling
within or attached to the package, direc-
tions and precautions adequate for the
use of such combination, including:

(i) Clinical indications;
(ii) Dosage and administration, in-

cluding methods of mixing the penicillin
with the aluminum hydroxide gel;

(ii) The conditions under which the
mixture should be stored, including a
reference to its instability when stored
under other conditions and the statement
"The mixture may be kept in refrigerator
for one week without significant loss of
potency";

(iv) Contraindications; and
(v) Untoward effect9 that may accom-

pany administration.
(d) Requests for certification; samples.

(1) In addition to complying with re-

quirements of § 146.2, a person who re-
quests certification of a batch of peni-
cillin for inclusion In such combination
shall submit with his request a statement
showing the batch mark of the penicillin,
the number of packages thereof in such
batch, the number of units In the Imme-
diate container thereof, and (unless It
was previously submitted) the date on
which the latest assay of the penicillin
included in such combination was com-
pleted, and a statement that the alumi-
num hydroxide gel conforms to the re-
quirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays made by him on an accurately
representative sample of the penicillin
for potency, sterility, toxicity, moisture,
pH, penicillin K content (unless It Is
crystalline penicillin G), crystallinity
and heat stability If it Is crystalline pent-
cillin, and the penicillin Q content If It
Is crystalline penicillin G.

(3) If the penicillin has not been cer-
tified previously, such person shall sub-
mit In connection with his request a
sample of the batch consisting pf one
package for each 5,000 packages in the
batch, but In no case less than xi or
more than 13 packages except that in
the case of crystalline benicillin other
than crystalline penicillin G such sam-
ple shall consist of not less than eight
and not more than 15 packages, and In
the case of crystalline penicillin Q not
less than 10 and not more than 17 pack-
ages. Such sample shall be collected by
taking single packages at such Intervals
throughout the entir* time of packag-
ing the batch that the quantities pack-
aged during the Intervals are approxi-
mately equal.

(4) No result referred to In subpara-
graph (2) of this paragraph Is required
if such result has been previously sub-
mitted.

(e) Fees. The fees for the services
rendered with respect to 'each batch of
penicillin for Inclusion In combination
with aluminum hydroxide gel under the
regulations of this part shall be:

(1) $4.00 for each Immediate con-
tainer in the sample submitted in ac-
cordance with paragraph (d) (3) of this
section, or $2.00 if no such sample Is sub.
mitted, and

(2) If the Commissioner considers
that Investigations, other than exami-
nation of such containers, .re necessary
to determine whether or not such batch
complies with the requirements of
§ 146.3 for the issuance of a certificate,
the cost of such investigations.'

The fee prescribed by subparagraph
(1) of this paragraph shall accompany

-the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d).

§ 146.30 Penicillin troches (sodium
penicillin troches, calcium penicillin
troches, potassium penicillin troches,
penicillin troches sodium salt, penicillin
troches calcium salt, penicillin tr6ches
potassium salt)-(a) Standards of iden-
tity, strength, quality, and purity. Pent-



eillin troches are troches composed of
penicillin and one or more suitable and
harmless diluents, binders, and lubri-
cants, with or without one or more suit-
able and harmless masticatory sub-
stances, colorings, and flavorings. The
potency of each troche is not less than
500 units; the moisture content is not
more than 1.0 percent. The penicillin
usedconforms to the requiremcnts of
§ 146.24 (a) except the limitation on
penicillin K content and except subpara-
graphs .(1), (2), (4), and (7) of § 146.24
(a), but the potency is not less than 300
units per milligram. Each other sub-
stance used,-if its name is recognized in
the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. Unles ach penicillin
troche Is enclosed in foil or plastic film
and such enclosure is a tight container
as defined by the U. S. P.- except the
provision that it shall be capable of tight
reclosure, the immediate container shall
be a tight container as so defined. The
immediate'container may also contain
a desiccant separated from the troches
by a plug of cotton or other like mate-
rial. The composition of the immediate
container, or foil or film enclosure, shall
be such as will mot cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(c) 14abeling. Each package of peni-
cillin troches shall bear, on its label or
labeling a§ hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark;
(ii) The number of units in each

troche of the batch; and-
(iii) The statement "Expiration date

._," the blank being filled in with the
date which is nine months after the
month during which the batch was cer-
tified.

(2) On the outside wraplier or con-
taindr:

o(D The statement "Store in refrigera-
tor not above 150 C. (59, F.)." or "Store
below 15" C. (59 P.)"

(ii) The statement "Caution: To be
dispensed only by or on the prescription
of a. __1' the blank being filled in with
the word 'hysician" or "dentist" or
both, as the case may-be; and

fii) A.reference specifically identify-
ing a readily available medical publica-
tion 'containing directions and precau-
tions (including contraindications and
possible sensitization) adequate for the
use of such troches; or a reference to a
brochure or other printed matter con-
taining such directions and precautions,
and a statement that such brochure and
printed matter will be sent on request.

<3). On the label and labeling If a
masticatory substance is present, when-
ever the name penicillin troches appears,
the word "chewing" or "masticatory" in
juxtaposition with such name.

(d) Requests for certification; eamples.
(1) In addition to complying with the
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requirements of § 146.2, a pcrzon who re-
quests certification of a batch of paniell-
lin troches shall submit with his request
a statement showing the batch marl:, the
number of packages of each size in such
batch, the batch mark and (unless It was
previously submitted) the date on which
the latest assay of the penicillin used in
making such batch was completed, the
number of units in each troche, the quan-
tity of each ingredient used In making
the batch, the date on which, the latest
assay of the troches comprising such
batch was completed, and a statement
that each Ingredient used in making the
batch conforms to the requirements pre-
scribed therefor by this section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph, such
person shal submit in connection with
his request results of the tests and ascays
listed after each of the following, made
by him on an accurately representative
sample of:

(I) The batch; average potency per
troche, average moisture.

(il) The penicillin used in making the
batch; potency, toxicity, moisture, pH,
crystallinity and heat stability if It Is
crystalline penicillin, and the penicillin
G content if It Is crystalline pecnicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities herein-
after indicated, accurately representative
samples of the following:

(I) The batch; one troche for each
5,000 troches in the batch, but in no case
less than 20 troches or more than 100
troches, collected by taking single troche
at such intervals throughout the entire
time the troches are being made, that
the quantities made during the inter-
vals are approximately equal.

(i) The penicillin used in making the
batch; five packages, or In the case of
crystalline penicillin 10 packages of each
containing apprQxmately equal portions
of not less than 40 milligrams each,
packaged In accordance with the require-
ments of § 146.24 (b).

(ifi) In case of an Initial reque;t for
certification, each other substance used
In making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpar-
graph (2) (it) of this paragraph, and
no sample referred to in subparagraph
(3) (W1) of this paragraph, Is required
if such result oi sample has been pre-
viously submitted.

(e) Fees. The fee for the service ren-
dered with respect to each batch of peni-
cillin troches under the reulations in
this part shall be:

(1) $1.00 for each troche without mas-
ticatory substance In the sample sub-
mitted In accordance with paragraph
(d) (3) (1) of this section, $2.00 for each
troche with masticatory substance in
such sample. $4.00 for each package in
the samples submitted in accordance
with paragraph (d) (3) (1i) and (ill) of
this section; and

(2) If the Commissioner conslders that
investigations, other than examination
of such troches, are necessary to deter-
mine whether or not such batch com-
plies with thbe requirements of j 146.3

for the f-uance of a certificate- the
cot of -uch investigations.

The fee prescribed by subparagraph
(1) of this paragiaph shall accompany
the r-equest for certification unless such
fee Is covered by an advance deposit
maintained in accordance with § 146.8

d).
§ 146.31 Penicillin dental cones (cal-

cium 7-icillin dental cones, peniciflin
dental cones calcium salt)-(a) Stand-
ards of identity, strength, quality, and
purity. Penicillin dental cones are com-
posed of calcium penicillin and one or
more suitable and harmless diluents,
binders, and lubricants, with or without
one or both of the sulfonamides, sulfa-
nilamlde and, sulfathlazale. The po-
tency of each cone is not less than 500
units; the moisture content is not more
than 1.0 percent; the content of viable
microorganisms is not more than 50 per
gram. If a sulfonamlde is used its quan-
tity Is not less than 0.032 gram per cone.
The penicill n used conforms to the re-
quIrements of § 146.24 (a) except the
limitation on penicillin K content and
except subparagraphs (1), (2). (4), and
(' of § 146.24 (a), but Its potency is not
less than 300 units per milligram. Each
diluent, binder, lubricant, and sulfona-
mide used, if Its name Is recognized in
the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
ofilcal compendium.

(b) PacTkaging. Unless each penicil-
lin dental cone is enclosed in foil or plas-
tic film and such- enclosure is' a tight
container as defined by the U, S. P., ex-
cept the provision that it shall be capable
of tight reclosure, the Immediate con-
tainer shall be a tight container as so
defined. The immediate container may
also contain a desiccant separated from
the cones by a plug of cotton or other
like material. The composition of the
Immediate container, or foil or film en-
closure, shall be such as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except;
that minor changes so caused whichare
normal and unavoidable in good packag-
ing. storage, and distribution practice
shall be disregarded.

(c) Labeling. Each package of peni-
cillin dental cones shall bear, on its label.
or labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tainer and the immediate container;

(I) The batch mark;
(I) The number of units in each cone

of the batch;
(M) The statement "Expiration

date .. " the blank being filled In with
the date which is 18 months after the
month during which the batch was
certified.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Store in refriger-
ator not above 150 C. (59' P.) ', or "Store
below 150 C. (590 P.)";
(11) Unless It is Intended solely for

veterinary use and is conspicuously so
labeled the statement "Cauton: To be
dispensed only by or on the prescription
of a _..-", the blank being filled in with
the words "physiciar" or "dentist" or'
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"veterinarian" or of any combination of
two or all of these words, as the case
may be; and

(ill) Unless the drug is intended solely
for veterinary use and is so labeled, a ref-
erence specifically identifying a readily
available medical publication containing
directions and precautions (including
contraindications and possible sensitiza-
tion) adequate for the use of such cones;
or a reference to a brochure or other
printed matter containing such directions
and precautions, and a statement that
such brochure and printed matter will
be sent on request..

(3) On the label and labeling If a
sulfonamide is present, after the name
penicillin dental cones wherever it ap-
pears, the words "with -- '- in juxtapo-
sition with such name, the blank being
filled In with the name of the sulfonamide
used. I

(4) On the circular or other labeling
within or attached to the package, if the
drug Is Intended solely for veterinary use,
directions and precautions adequate for
the use of such penicillin dental cones,
Including:

(I) Clinical indications;
(1i) Dosage and administration;
(Ili) Contraindications; and
(iv) Untoward effects that nay ac-

company administration.
If two or more such immediate con-

tainers are in such package the nuipber
of circulars- or other labeling shall not

,be less than the number of such con-
tainers.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2, a person
who requests certification of a batch of
penicillin dental cones shall submit with
his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless it was previously submitted)
the date on which the latest assay of the
penicillin used in making such batch was
completed, the number of units in each
cone, the quantity of each ingredient
used in making the batch, the date on
which the latest assay of the cones com-
prising such batch was completed, and
that each binder, diluent, lubricant, and
sulfonamide used in making the batch
conforms to the requirements prescribed
therefor by this section.

(2) .Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following
made by him on an accurately repre-
sentative sample of: ,

(I) The match; average potency per
cone, average moisture, microorganism
count.

(Ii) The penicillin used in making the
batch; potency, toxicity, moisture, pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person *shall submit in connection with
his request, in the quantities hereinafter
Indicated, accurately represeptative
samples of the following:

(I) The batch; one cone for each 5,000
cones in the batch; but In no case less
than 20 -cones or more than 100 cones,
collected by taking single cones at such-
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intervals throughout the entire time the
cones are being made that the quantities
made during the intervals are approxi-
mately equal;. (ii) The penicillin used in making the
batch; five packages containing approxi-
mately equal portions of not less than 40
milligrams each, packaged in accordance
with the requirements of § 146.24 (b);

(iii) In case of an initial request *for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams.

(,4) No result referred to in subpara-
graph (2) (if) of this paragraph, and
no sample referred -to in subparagraph
(3) -(ii) of this paragraph, is required
if. such result or sample has been pre-
vlously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch of peni-
cillin dental cones under the regulations-

.in this part shall be:
(1) $1.00 for each cone In the sample

submitted in accordance with paragraph
(d) (3) (1) of this section; $4.00 for
each package in the samples submitted
in accordance with paragraph (d) (3)
.-(ii) and (iii) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such cones and packages, ,are
-necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 for the issuance tof a
certificate, the cost of such investiga-
tions.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d).

§ 146.32 Penicillin with vasoconstric-
- for; penicillin with ____ (the blank being
filled in with the common or usual name
of the vasoconstrictor)-(a) Standards
o1 identity, strength, quality, and -prity.
Penicillin with vasoconstrictor is a pack-
aged combination of one immediate con-
tainer of calcium penicillin and one im-
mediate container of-an aqueous solution
of a vasoconstrictor. Such penicillin
conforms to the standards prescribed
therefor by § 146.24 except the limitation
on penicillin -K content, and is of such
quantity that when dissolved in such

- solution the potency thereof is not less
than 500 units per milliliter after it has
been kept for seven days at a temperature
of 150 C. (590 F.). Such solution con-
tains buffering salts to produce, after the
penicillin has been dissolved in it, an
isotonic solution of pH 6, ±--0.2, and a
preservative which prevents growth of
microorganisms. Each buffering salt
and preservative used, if its name is
recognized in the U. S. P. or N. V.,con-
forms to the standards prescribed there-
for by such official compendium.

S (b) Packaging. The immediate con-
tainer of the penicillin and the immedi-
ate container of the aqueous solution of.
vasoconstrictor shall be a tight con-
tainer as defined by the U. S. P. The
immediate container of the penicillin
shall be sterile at the time of filling and
closing, shall be so sealed that the con-

-tents cannot be used without destroying
the seal, and shall be of such composi-

tion as will not cause any change In the
strength, quality, or purity of the con-
tents beyond any limit therefor In ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable In good packtiglig, storage,
and distribution practice shall be dis-
regarded. I I

(c) Labeling. Each package of peni-
cillin with vasoconstrictor shall bear on
its label or labeling, as hereinafter Indi-
cated, the following:

(1) On the outside wrapper or con-
tainer and on the Immediate container
of the calcium penicillin:

(I) The batch mark;
(i) The number of units In such con-

tainer; and
(lii) The statement "Expiration date

.-... ," the blank being filled In with the
date'which Is 18 months after the month
during which the batch was certified,

(2) On the outside wrapper or con-
tainer and on the Immediate container of
the aqueous solution of the vasocon-
strictor:

(1) A statement giving the method of
dissolving the penicillin in the solution;

(ii) The potency per milliliter after
the penicillin has been dissolved therein;

(li) The statement "Store in refrig-
erator not above 150 C. (590 P,)," or
"Store below 150 C. (590 F.)'";

(1v) The statement "Warning not for
Injection," and unless It Is Intended
solely for veterinar use and is conspicu-
ously so labeled, the statement "To be
administered only by a ..... " the blank
being filled In with the word "physician,"
or "dentist," or "veterinarian" or with
any combination of two or all of these
words as-the case may be; and

(v) The conditions under which the
solution should be stored, Including a
reference to its instability when stored
ltnder other conditions and the state-
ment, "The solution may be kept In re-
frigerator for one week without signifi-
cant loss of potency."

(3) On the outside wrapper or con-
tainer, unless It Is Intended solely for
veterinary use and Is conspicuously so
labeled:

(i) The statement "Caution: To be dis-
pensed only by or on the prescription'
of a .... ", the blank being filled In with
the word "physician" or "dentist" or
"veterinarian" or with any combination
of two or all of these words, as the case
may be; and

(i) A reference specifically Identify-
ing a readily available medical publica-
tion containing directions and precau-
tions (including contraindications and
possible sensitization) adequate for the
use of penicillin with vasoconstrictor; or
a reference to a brochure or other
printed matter containing such direc-
tions and precautions, and a statement
that such brochure and printed matter
will be sent on request.

(4) If Intended solely for veterinary
use, directions and precautions adequate
for the use of such penicillin with vaso-
constrictor, including:

(I), Clinical Indications;
(I1) Dosage and administration;
(iII) Contraildications; and
(Iv) Untoward effects that may ac-

company administration,
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If two or more such immediate con-
tainers are in such package the number
of circulars or other labeling shall not
be less than the number of such con-
tainers.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2, a person who
requests certification of a batch of peni-
cillin for inclusion in such combination
shall submit with his request a statement
showing the batch mark of the penicillin,
the'number of packages thereof in such
batch, the number bf units in the imme-

* diate container thereof, and (unless It
was previousjy submitted) thi date on
which the latest assay of the penicillin

- included in such combination was coin-
pleted, the quantity of each ingredient
used in making the solution of the vaso-

_constrictor, and a statement that such
solution, conforms to the requirements
prescribed therefor by this section.

(2) Except" as otherwise provided in
subparagraph 4) of this paragraph, such
person shall submit in connection with

- his request results of the tests and assays
listed after each of the following, made
by Dim on an accurately representative
sample of:

(i) The penicillin; potency, sterility,
toxicity, pyrogeris, moisture, pH and
clarity.

(ii) The solution after the penicillin
has been dissolved therein; potency.
, (3) Except as otherwise provided in

subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities* herein-
after indicated, accurately representative
samples of the follbwing:

(i) The penicillin; one package for
each 5,000 packages in the batch, but in
'no case less than 20 packages or more
than 100 packages, collected by tak-
ing single packages at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are appro~imately
equal.

(ii) In case of an initial request for
certification, or when any change is made
in the composition bf such solution, five
packages bf the solution included in the-
combination.
(4) No result referred to in subpara-

graph (2) (i) of this paragraph, and no
samples referrid to in subparagraph (3)
(i) of this paragraph, .are required if
such result or slmple has been previ-
ously submitted.

(e) Fee&. The fee for the services
rendered with respect to each batch of
penicillin for inclusion in combination
with vasoconstrictor under this part
shall be:'

(1) $1.00 for each immediate con-
tainer submitted in accordance with
paragraph (d) (3) .(i) of this section, or
$2.00 if no such sample is submitted;
$4.10 for each package submitted in ac-
cordance with paragraph (d) (3) (il)
of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such packages, are'necessary to
determine whether -or not such batch
complies with the requirements of §-146.3
for the issuance of a certificate, the.cost
of such investigations.
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The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advanced de-
posit maintained in accordance with
§146.8 (d).

§ 146.33 Penicillin for surface appil-
cation-(a) Standards of identity.
strength, quality, and purity. Penicillin
for surface application Is calcium,peni-
cillin and' one or more of the diluents
sodium chloride, milk sugar, sodium elit-
rate. and dextrose. Its content of viable
microorganisms Is not greater than Is
consistent with good pharmaceutical
manufacturing practice. Its moisture
content is not more than 1.0 percent.
The penicillin used conforms to the re-
quirements of § 146.24 (a), except the
limitation on penicillin K content and
except subparagraphs (1), (2), (4) and
(7) of § 146.24 (a). but Its potency Is not
less than 300 units per milligram. Each
diluent conforms to the standards pre-
scribed therefor by the U. S. P.

(b) Packaging. Unless the penicillin
for surface application Is enclozed In foil
or plastic film and such enclosure Is a
tight container as defined by the U. S. P..
except the provision that It shall be
capable of tight reclosure, the Imme-
diate container shall be a tight container
as so defined. The composition of the
immediate container, or of the foil or
film enclosure, shall be such as will not
cause anX change in the strength, qual-
Ity. or purity of the contents beyond any
limit therefor in applicable standards.
except that minor changes so caused
which are normal and unavoidable In
good packaging, storage, and distribution
practice shall be disregarded. Each Im-
mediate container (except when Its con-
tent Is two or more foil or film enclo-
sures) and each foil or film enclosure
shall contain not less than 10.000 units
or more than 50,000 units and shall be so
sealed that the contents cannot be used
without destroying such seal.
(c) Labeling. Each package of pent-

cllin for surface application shall bear,
on Its label or labeling as hereinafter
indicated, the folowing:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark;
(il) The number of units In the imme-

diate container or In each foil or film
enclosure therein, and the number of
such foil or .flm enclosures;

(iii) The statement "Expiration date
", the blank being filled in with the

date which is 12 months after the month
during which the batch was certifled;
and

(iv) In case the drug is not sterile.
the statement "Not sterile-not for In-
jection-not to be used In deep wounds or
body cavities."

(2) On the outsilde wrapper or con-
tainer;

(i) The statement "Store in refrig-
erator not above 150 C. (590 F.)." or
"Store below 150 C.'(590 F.)";

Gi) If two or more such Immediate
containers or foil or film enclosures are
in such packages, the number of such
containers or foil or film enclosures
therein and the number of units In each;
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(ill) Unless it Is intended soely for
veterinary use and Is conspicuously so
labeled, the statement "Caution: To be
dispensed only by or on the prescription
of a -. ", the blank to be filled in with
the word "physlcan,"or "dentist" or
"veterinarian" or with any combination
of two or all of these words, as the case
may be;

(iv) The conditions under which solu-
tions of- penicillin for surface applica-
tion should be stored, including a ref-
erence to their instability when stored
under other conditions, and the state-
ment ' The solution may be kept In re-
frigerator for one week without signifi-
cant loss of potency"; and

(v) Unless the drug Is intended solely
for veterinary use and is so labeled, a
reference specifically Identifying a readily
available medical publication containing
directions and-precautions (including
contraindcatlons and possible sensitza-
tion) adequate for the use of penicillin
for surface application; or a reference to
a brochure or other printed matter con-
taining such directions and precautions,
and a statement that such brochure or
printed matter will be sent on request.

(3) On the circular or other labeling
within or attached to the package, if the
drug is intended solely for veterinary use,
directions and precautions adequate for
the use of such penicillin for surface
application including:

tdI Clinical indications;
(l) Dasage and administration;
(ll) Contraindications; and
(lv) Untoward effects that may ac-

company administration.
If two or more such Immediate con-

tainers are in such package, the num-
ber of circulars or other labeling shall
not be less than the number of such
containers.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 1462, a person who
requests certification of a batch of peni-
cillin for surface application shall submit
with his request a statement showing
the batch mark, the number of packages
of each size In such batch, the batch
mark and (unless It was previously sub-
mltted the date on which.the latest
assay of the penicillin used in making
such batch was completed, the number
of units In each immediate container or
foil or film enclosure, the quantity of
each Ingredient used in making the batch,
the date on which the latest assay of
the drug comprising such batch was com-
pleted, and that the sodium chloride,
milk sugar, sodium citrate, and dextrose
used In making such batch conform to
the standards prescribed therefor by the
U. S. P.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; average potency per
Immediate container or foil or film en-
closure, moisture, microorganism count.

(11) The penicillin used in making the
batch; potency, toxicity, moisture and
pH.
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(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch; one immediate con-
tainer or, if the drug is packed in foil or
film enclosures, one such enclosure for
each 5,000 such containers or enclosures
In the batch, but in no case less than 20
such containers or eiiclosures or more
than 100, .collected by taking single con-
tainers or enclosures at such intervals
throughout the entire time of packaging
the batch, that the quantities packed
during the intervals are approximately
equal;

(ii) The penicillin used in making the
batch; five packages containing approxi-
mately equal portions'of not less than 40
milligrams each, packaged in accord-
ance with the requirements of § 146.24
(b) ; and'

(ili) In case of an initial request fot
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The f~e for the services
rendered with respect to each batch of
penicillin for surface application under
the regulations in this part shall be:

(1) $1.00 for each immediate container
or foil or film enclosure, whichever is the
greatest number, in the samples sub-
mitted in accordance with paragraph (d)
(3) (1) of this section; $4.00 for each
package submitted in accordance with
paragraph (d) (3) (ii) and (iii) of this
section; and

(2) If the Commissioner considers that
investigations, other than examination
of such containers or enclosures, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 for the issuance of a cer-
tificate, the cost of such investigations.

The fee prescrib6d by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance de-
posit maintained in accordance with
§ 146.8 (d).

§ 146.34 Tablets alum precipitated
penicillin-(a) Standards of identity,
strength, quality, and purity. Tablets
alum precipitated penicillin are tablets
composed of penicillin precipitated with
potassium alum, and tableted with sod-
ium benzoate, with or without the addi-
tion of one or more suitable and harmless
diluents, binders, lubricants, colorings,
and flavorlgs. The potency of each
tablet Is not less than 50,000 units and
if it is less than 100,000 units it is "un-

,scored"; each tablet contains'0.3 gram
of sodium benzoate; the moisture con-
tent is not more than 2.0 percent. The
penicillin used conforms to the require-
ments of § 146.24 (a), except subliara-
graphs (1), (2), (4), and (7) of § 146.24
(a), but Its potency is not less than 300
units per milligram. Each other sub-
stance used if its name is recognized in

the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
official compendium. -

(b) Packaging. Unless *each tablet
alum precipitated penicillin is enclosed
in foil or plastic film and such enclosure
is a tight container as defined by the
U. S.,P., except the provision that it
shall be capable of tight reclosure, the
immediate container shall be a tight con-
tainer as so defined. The immediate
container mnay also contain a desiccant
separated from the tablets by a plug of
cotton or other like material. The com-
position of the immediate container, or
of the foil or film enclosure, shall be
such ai will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, . except that minor.
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded. The number of tablets in the
immediate container is such that the
total number of units therein is not less
than 300,000.

(c) Labeling. Each package of tab-
lets aluir precipitated penicillin 'shall
bear, on its label or labeling as herein-
after indicated the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark;
(it) Thenumber of units in each tab-

let of the'batch;
(iii) The quantity of sodium benzoate

in each tablet;
(iv) The statement "Expiration date

-------------" the blank- being filled-in
with the date which is 12 months after
the month during-which the batch was
certified.

(2) On the outside wrapper or con-
tainer:

(i) Unless it is intended solely for
veterinary use and is conspicuously so
labeled, the statement "Caution: To be
dispensed only by or on the prescription
of -....------- " the blank being filled
in with the word "physician" or "den-
tist" or "veterinarian" or with any com-
bination of two or all of these words, as
the case may be.

(if) Unless it is intended solely for
veterinary use and is so labeled, a ref-
erence specifically identifying a readily
available medical publication containing
directions and precautions (including
contraindications and possible sensiti-
zation) adequate for the use of such tab-
lets alum precipitated penicillin, or a ref-
erence to a brochure, or other printed
matter containing such directions and
precautions, and a statement that such
brochure and printed matter will be sent
on request.

(3) On the circular or other labeling
within or attached, to the package, if it Is
intended solely for veterinary use, direc-
tions and precautions adequate for the
use of such tablets, including:

(i) Clinical indications;
(il) Dosage and administration;
(iii) Contraindications; and
(iv) Untoward effects that may ac-

company administration.'
If two or more such immediate con-

tainers are in such package the number
of such circulars or otber. labeling shall

not be less than the number of such
containers.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements 6f § 146.2, a person who
requests certification of a bateh of tablets
alum precipitated penicillin shall submit
with his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless it was previously submitted)
the date on which the latest assay of-the
penicillin used in making such batch was
completed, the number of units in each
tablet; the quantity of each Ingredient
used in making the batch, the date on
which the latest assay of the drug com-
priting such batch was completed, and a
statement that each Ingredient used in
making the batch conforms to the re-
quirements prescribed therefor by this
section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represen-
tative sample of:

(i) The batch; average potency per
tablet, average moisture,

-(i) The penicillin used in making the
batch; potency, toxicity, moisture, pH,
penicillin K content (unless it Is crystal-
line penicillin G), crystallinity and heat
stability if It is crystalline penicillin,
and the penicillin G content If It is crys-
talline penicillin G.

(3) EMicept as otherwise provided by
subparagraph (4) of this -paragraph,
such person shall submit In connection
with his request, In the quantities' here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch; one tablet for each
5,000 tablets in the batch, but In no case
less than 20 tablets or more than 100
tablets, collected by taking single tab-
lets at such intervals throughout the en-
tire time of tableting that the quanti-
ties tableted during the Intervals are ap-
proximately equal.

(i) The penicillin used In making the
batch; six packages, or in case of crys-
talline penicillin 10 packages, each con-
taintrig approximately equal portions of
not less than 40 milligrams each, pack-
aged in accordance with the require-
ments of § 146.24 (b).

(ii1) In case of an initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately five
grams.

(4) No result referred to In subpara-
graph (2) (li) of this paragraph, and
no sample referred to In subparagraph
(3) (i) of this paragraph, Is required
if such result or sample has been previ-
ously submitted. v

(e) Fees. The fee for the services
rendered with respect to each batch of
tablets alum precipitated penicillin un-
der this part shall be:

(1) $1.00 for each tablet In the sample
submitted in accordance with paragraph
(d) (3) (1) of this section; $4.00 for each
package In the samples submitted' In
accordance with paragraph (d) (3) (ii)
and (ii), of this section; and
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(2) If the Commissioner considers that
investigation, other than examination of
such tablets and packages, are necessary
to determine whether or not such batch
complies with the requirements of
§ 146.3 for the issuance of a. certificate,
the cost of such investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the result for certification unless such
lee is covered by an advance deposit
maintained in accordance with § 146.8

d).
§ 1465 Penicillin sulfonamide pow-

der (calcium peniciZlin sulfonamide
powder)-(a) Standards of identity,,

. strength, quality, and purity. Penicillin
sulfonamide powder is composed of cal-
cium penicillin and one or both of the
sulfonamides, sulfanilamide and sulfa-
thiazole. It is sterile. Its moisture con-
tent is not more than 1.0 percent. The
quaptity of each sulfonamide used is not
more than 0.0125 gram for each 100 units
of penicillin used. The penicillin used
conforms to the requirements of § 146.24
(a) except limitation on penicillin K
content and except subparagraphs (1),
(4), and (7) of § 146.24 (a), but its po-
tency is not less than 300 units per mil-
ligram. Each sulfonamide used con-
forms to the standards prescribed there-
for by the U. S. P.

(b) Packaging. In all cases, the im-
mediate container of penicillin sulfona-
mide powder shall be a tight container
as defined b the U. S. P., except the pro-
vision that it shall be capable of tight
reclosure, shall be sterile at the time of
ftling and closing, and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
chaiges so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded. If the penicillin sulfonamide
powder is packaged for "dusting" pur-
-poses each package shall contain not less
than 5,000 units of penicillin. If the
penicillin sulfonamide powder is pack-
aged for dental use it shall be pack-
aged in immediate containers of color-
less, transparent glass meeting the test
for glass containers of type I or type II
prescribed by the U. S. P. The glass
containers shall be open at both ends,
one of which is constricted, both ends
shall be capable of closure with rubber
stoppers and each such container shall
contain not less than 500 units of peni-
cillin. Each package of penicillin sul-
fonamide powder for dental use shall
contain a suitable device for insufflation
purposes.

(c)-Labeling. Each package of peni-
cilln sulfonamide powder shall bear, on
its label or labeling as hereinafter indi-
cated, the following:

(1) On thq outside wrapper or con:-
tainer and immediate container:

(W The batch mark;
(ii) The number of units in each Im-

mediate container;
(i) The statement "Expiration date

," the blank being filled In
with the date which is nine months after
the month during which the batch was
certified;
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(v) The statement "Store in refrig-
erator not above 150 C. (592 P.)," or
"Store below 150 C. (590 R)";

v) Unless It Is intended solely for
veterinary use and Is consplcuously so
labeled, the statement "Caution: To be
dispensed only by or on the prescription
of a "the blank being filled
in with the word "physilan" or "dentist"
or "veterinarian" or with any combina-
tion of two or all of theze words, as the
case may be;

vi) Unless It Is intended solely for
veterinary use and is so labeled, a ref-
erence specifically Identifying a readily
available medical publication containing-
directions and precautions (including
contraindications and possible seniti-
zation) adequate for the use of such
penicillin sulfonamlde powder or a ref-
erence to a brochure, or other printed
matter containing such directions and
precautions, and a statement that such
brochure and printed matter will be sent
on request;

(vii) On the label and the labeling,
after the name penicillin sulfonamide
powder wherever It appears, the words
"with -.-.. " In JuxtaposItion with
such name, the blank being filled in with
the name of the sulfonamide used.
(2) On the circular or other labeling

within or attached to the package If It
Is intended solely for veterinary use,
directions and precautions adequate for
the use of such" penicillin sulfonamide
powder, including:
(i) Clinical indications;
(i) Dosage and administration;
(li) Contraindications; and
(iv) Untoward effects that may ac-

company administration.
Cd) Requests for certification; sam-

ples. (1) In addition to complying with
the requirements of § 146.2, a person who
requests certification of a batch of peni-
clin sulfonamide powder shall submit
with his request a statement showing
the batch mark; the number of pack-
ages of each size In such batch, the batch
mark and (unless It was previously sub-
mitted) the date on which the latest
assay of the penicillin used in making
such batch yas completed, the number
of units'In each container of penicillin
sulfonamide powder, the quantity of each
ingredient used In making the batch, the
date on which the latest asay of the
penicillin sulfonamide powder com-
prising such batch was completed, and
that such sulfonamide used In making
the batch conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,

-such person -hall submit in connection
with his request results of the le.ts and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:
(1) The batch; average potency per

container, average moisture, sterility.
(fli) The penicillin used in making the

batch; potency, sterility, toxicity, mois-
ture, and pHL
(3) Except as otherwise provided by

subparagraph (4) of this paragraph,
such person shall submit In connection
with his request., In the quantities here-
inafter indicated, accurately represen-
tative samples of the following:

(1) The batch; one immediate con-
tainer of penicillin sulfonamide powder
for each 5,000 containers in the batch,
but In no case less than 20 such contain-
ers or more than 100. Such samples
shall be collected by taking single imme-
dLate containers at such intervals
throughout the entire time the contain-
ers are being filled that the quantities
made during the intervals are approxi-
mately equal.
til) The Penicillin used in making the

batch; five packages containing approx-
imately equal portions of not less than
40 millIWrams each, packaged in accord-
ance with the requirements of § 14624

b).
(i11) In case of an initial request for

certification, each sulfonamide used in
making the batch; one package of each
containing approximately five grams.

(4) No result referred to in subpara-
graph (2) (i) of this paragraph, and no
sample referred to in subparagraph (3
(ii) of this paragraph, is required if such
result or sample has been previously sub-
mitted.
(e. Fees. "The fee for the services ren-

dered with respect to each batch of peni-
cillin sulfonamlde powder under the reg-
ulations in this part shall be:
(1) $2.00 for each immediate con-

tainer of penlciin sulfonamide powder
in the sample submitted in accordance
with paragraph Cd) (3) Ci) of this sec-
tion; $4.00 for each package in the
samples submtted-in accordance with
paragraph d) (3) (if) and (iii) of this
section; and

(2) If the Commissioner considers that
Investigations, other tan examinhtion of
such penicillin sulfonamide powder and
packages, are necessary to determine
whether or not such batch complies with
the requirements of § 146.3 for the issu-
ance of a certificate, the cost of such
investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee If covered by an advance deposit
maintained In accordance with § 146.8
Cd).

§ 146.36. Penicillin vaginal supposi-
tories (sodium penicillin raglnaZ ,up-
posftories, calcium penicillin vaginal sup-
positories, potassium penicillin vaginal
suppositories, penicillin vaginal supposi-
tories sodium salt, penicillin vaginal sup-
positories calcium salt, penicillin vaginal
suppositories potassium salt)-(a)
Standards of identity, strength, quality,
and purity. Penicillin suppositories are
suppositories composed of penicillin In-
a base of spermaceti and cocoa butter.
The potency of each suppository is not
less than 100,000 units; Its moisture con-
tent is not more than 1.0 percent; its
content of viable microorganisms is not
more than 50 per gram. The peniclmin
used conforms to the requirements of
§ 146.24 (a), except subparagraphs (1),
(2), (4), and (') of § 145.21 Ta), but its
potency is not less than 300 units per
milligram. The spermaceti and cocoa
butter conform to the standards pre-
scribed therefor by the U. S. P.

(M) Pacfaging. In all cases, the im-
mediate container of penicillin vaginal
suppositories shall be a' tlght container
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as defined by the U. S. P., except the pro-
vision that it shall be capable of tight
reclosure, and shall be of such composi-
tion as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Each package of peni-
cillin vaginal suppositories shall bear, on
Its label or labeling as hereinafter indi-
cated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(i) The batch mark;
(i) The number of units in each sup-

pository of the batch; and
(ill) The statement, "Expiration date
- - ", the blank being filled in

with the date which is 12 months after
the month during which the batch was
certified.

(2) On the outside wrapper or con-
tainer:

(i) The statement "Store in refriger-
ator not above 15° C. (590 F.) ", or "Store
below 150 C. (590 F,)";

(ii) Unless It is Intended solely for
veterinary use and is conspicuously so
labeled, the tatement "Caution: To be
dispensed only by or on the prescrip-
tion of a ,----- the blank being
filled In with ,the word "physician" or
"veterinarian" or" both as the case may
be; and

(iii) Unless the drug is intended solely
for veterinary use and Is so labeled, a
reference specifically identifying a readily
available medical publication containing
directions and precautions (including
contraindications and possible sensitiza-
tion) adequate for the use of such sup-
positories; or a reference to a brochure or
other printed matter containing such di-
rections and precautions, and a state-
ment that such brochure or printed mat-
ter will be sent on request.

(3) On the circular or other labeling
within or attached to the package, if the
drug is intended solely for veterinary use,
directions and precautions adequate for
the use of such suppositories, including:

(i) Clinical indications;
(ii) Dosage and administration;
(iii) Contraindications; and
(iv) Untoward effects that may accom-

pany administration. I
d) Requests for certification; sam-

ples. (1) In addition to complying with
the requirements of § 146.2, a person
'who requests certification of a batch of
penicillin vaginal suppositories shall sub-
mit with his request a statement show-
ing the batch mark, the number of pack-
ages of each size in such batch, the batch
mark and (unless It was previously sub-
mitted) the date on which the latest
assay of the penicillin used in making
such batch was completed, the number of
units In each suppository, the quantity
of each Ingredient used in making the
batch, the date on which' the latest
assay of the drug comprising such batch
was completed, and that the spermaceti
and cocoa butter used in making such
batch conform to the requirements pre-
scribed therefor by this sdction,

, (2) Except as otherwise provided by § 146.24 for crystalline penicillin, except
subparagraph (4) of this paragraph such that:
person shall submit in connection with (a) It contains the buffer sodium cit-
his request results of the tests and Tate in a quantity not less than 4.0 per-
assays listed after each of the following, - cent and not more than 5.0 percent by
made by him on an accurately repre- weight of its total solids; such sodium
sentative sample of; citrate conforms to the standards pro-

(i) The batch; average pbtency per scribed therefor by the U. S. P.;
suppository, moisture, microorganism (b) If it is crystalline penicillin G the
count. potency In units per milligram is cor-

(ii) The penicillin .ised in making the rected for the sodium citrate content;
batch; potency, toxicity, moisture, pH, (c) The circular or other labeling with-
penicillin K contentl(unless it is crystal- in or attached to the package, If It is
line penicillin G), crystallinity and heat packaged for dispensing, shall bear, in
stability if it is crystalline penicillin, and lieu of the statement prescribed for
the penicillin G content if it is crystalline crystalline penicillin by § 146.24 (c) (3)
penicillin G. Wil, the statement "Sterile solution may

(3) Except as otherwise provided by be kept In refrigerator for one week with-
subparagraph (4) of this paragraph such out significant loss of potency";
person shall submit in connection with (d) A person who requests certifica-
his request in the quantities hereinafter tion of a batch shall submit with his
indicated, accurately representative sam- request a statement showing the quan-
ples of the following: tity of sodium citrate used in making the

(i) The batch; one suppository for batch, that such sodium citrate conforms
each 5,000 suppositories in the batch, but to the requirements prescribed therefor
in no case legs than 20 suppositories by-this section, and in case of an initial
or mord than 100 suppositories, collected request for certification he shall submit
by taking single suppositories at such an accurately representative sample of
intervals throughout the entire time the such sodium citrate consisting of ap-
suppositories are being made, that the proximately 5 grams; and
quantities made during the intervals are (e) The fee for the services rendered
approximately equal. with respect to the sample of sodium
(ii) The penicillin used in making the citrate submitted in accordance with the

batch; six packages, or in the case of requirements prescribed therefor by this
crystalline penicillin 10 packages, each section shall be $4.00.
containing approximately equal portions § 146.38 CaPsules buffered penicillin
of not less than 40 milligrams each,
packaged in accordance with the reduire-- with pectin hydrolysate. (Capsules buf-
ments of § 146.24 (b). fered potassium penicilln with pectin

request for hydrolysate)-(a) Standards of identity,(iri) In case of an initial cor strength, quality and purity. Capsules
certification, the spermaceti and cocoa buffered penicillin with pectin hydrol-
butter used in making the batch; one ysate-are capsules composed of potas-package of each containing respectively sium penicillin with pectin hydrolysato

approximately 10 grams and 100 grams, and sodium citrate enclosed in a hard
(4) No result referred to in subpara- gelatin capsule. The potassium lenicil-

graph (2) (ii) of this paragraph, and in with pectin hydrolysate Is prepared
no sample referred to in subparagraph with lyophylizing a solution containing
(3) (ii) of this paragraph, is required if one pt a s lin antr
such result or sample has been previously 'one part potassium penicillin and threestibmitted, parts of pectin hydrolysate bW weight.

sebmitte. The potency of each capsule Is not lessCe) Fees. The fee for the services than 50,000 units. Its moisture content
rendered with respect to each batch of is not more than 4.0 percent The peni-
penidillin' vaginal suppositories under cillin used conforms to the requirements
the regulations in this part shall be: prescried byom to the riots

1(1) $2.00 for each suppository In the prescribed by § 146.24 (a) for potassium
sample submitted- in accordance with penicillin except subparagraphs (2), (4),
paragraph d) (3) (i) of this section; and (7) of § 146.24 (a). The pectin by-
$4.00 for each package in the samples drolysate is obtained by mild hydrolysis
submitted in accordance with para- of pectin with sodium hydroxide and hy-
gra t. (3) (ii) and cei) of this sec- drochloric acid. It is a free flowing andtion and opalescent solution light tan to beige in

(2) If the. Commistioner considers color and Is precipitated by the lower
that investigations other than examina- alcohols and ketones. Its pH is 6.0 to
tion of such suppositories and packages, 7.0. It Is substantially free of any tur-
are necessary to determine whether or bidity or undissolved material. The pec-
notthe re- tin used conforms to the standards pre-

no cuh batch complieg with scrhe byteN.Feh-sdu ctae
qulrements of § 146.3 for the Issuance scribed by the N.F. The sodium ctrate;
of a certificate, the cost of such investi- and the sodium hydroxide and hydrofgations, chlorlc acid used In. the preparation of

Tons f pethe pectin hydrolysate conform to the
The fee prescribed by subparagraph standards prescribed therefor by the

(1) of this paragraph shall accompany
the request for certification unless such &_U. S. P. '
fee is covered by an advance deposit bmaintained In accordance with § 146.8 of buffered penicillin with pectin hy-m a drolysate is enclosed in foil or plastic

dfilm and such enclosure complies with
§ 146.37 Buffered crystalline. penicil- the definition of a tight container as

lin. Buffered crystalline penicillin con- prescribed by the U. S. P., except the
forms to all requirements prescribed by - provision that it shall be capable of tight
§ 146.24 for crystalline penicillin, and is "reclosure, the immediate container shallP
subject to all procedures prescribed by be a tight container as so defined. The
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immediate container may also contain
a desiccant separated from the capsules
by a plug of cotton or other like mate-
rial. The composition of the immediate
container, or of the foil or film enclosure.
shall be such as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good'packaging, storage,
and distribution practice shall be dis-
regarded. The number of capsules in the
immediate container is such that the
total number of units therein is not less
than 300,000.

(c) Labeling. Each package of cap-
sules buffered penicillin with pectin by-
drolysate shall bear, on its label or label-
ing as hereinafter indicated, the fol-
lowing:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark;
(ii) Thenumber of units in each cap-

sule of the batch;
(iii) The quantity of the sodium cit-

rate in each capsule of the batch; and
(iv) The statement "Expiration date

.," the blank being filled in with
the date which is twelve months after
the month during which the batch was
certified.

(2) On the outside wrapper or con-
tainer:

(i) Unless it is intended solely for vet-
erinary use and is conspicuously so
labeled, the statement "Caution: To be
dispensed only by or on the prescription
of a -', the blank being filled in
with the word "physician" or "dentist" or"veterinarian" or any combination of two
or all of these words, as the case may be.

(i) Unless it is intended solely for vet-
erinary use and is so labeled, a reference
specifically identifying a readily available
medical publication containing directions
and precautions (including contraindi-
cations and possible sensitization) ade-
quate for the use of such capsules, or a
reference to a brochure, or other printed
matter containing such directions and
precautions, and a statement that such
brochure or printed matter will be sent
on request.

(3)'On the circular or other labeling
within or attached to the package, if it is
intended solely for veterinary use, direc-
tions and precautions adequate for the
-use of such capsules, including:

(i) Clinical indications;
(ii) Dosage and administration;
(iii) Contraindications; and
(iv) Untoward effects that may accom-

pany administration.
If two or more such immediate con-

.tainers are in such package the number
of. such circulars or other labeling shall
not be less than the number of such
containers.

(d) Requests for certification; samples.
(1), In addition to complying with the
requirements of § 146.2, a person who re-
quests certification of a batch of capsules
buffered penicillin with pectin hydroly-
sate shall submit with his request a state-
ment showing the batch mark, the num-
ber of .packages of each size' in such
batch, the batch mark and (unless it was
previously submitted) the date on which
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the latest assay of the penicillin used In
making such batch was completed, the
number of units in each capsule, the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor by this Kection.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph, such
person shall submit In connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(i) The batch; average potency per
capsule, average moisture.

(W) The penicillin used In making the
batch; potency, toxicity, moisture, pH,
penicillin IK content (unless It Is crystal-
line penicillin G), crystalinity, and heat
stability, and if It is crystalline penicillin
G, penicillin G content.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, In the quantities herein-
after indicated, accurately representative
samples of the following:

(i) The batch; one capsule for each
5,000 capsules In the batch, but In no case
less than 20 capsules or more than 100
capsules, collected by taking single cap-
sules at such Intervals throughout the
entire time of capsuling that the quan-
tities capsuled during the intervals are
approximately equal.

(ii) The penicillin usedn making the
batch; ten packages containing approxi-
mately equal portions of not less than 40
milligrams each, packaged in accordance
with the requirements of § 146.24 (b).

(iII) In case of an initial request for
certification, one package of approxi-
mately 250 cc of the pectin hydrolysate
and one package of approximately five
grams of the sodium citrate used in mak-
ing the batch, one package of approxi-
mately 50 cc of the hydrochloric acid and
one package of approximately five grams

,of the sodium hydroxide used in prepar-
ing the pectin hydrolysate.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (i) of this paragraph, is required If
such result or such sample has been pre-
viously submitted.

(e) Fees. The fee for. the services
rendered with respect to each batch of
capsules buffered penicillin with pectin
hydrolysate under the regulations In this
part shall be:

(1) $1.50 for each capsule in the sam-
ple submitted in accordance ith para-
graph (d) (3) (1) of this section; $4.00
for each package in the sample sub-
mitted in accordance with paragraph
(d) (3) (i) and (II), of this section; and

(2) If the Commissloner considers
that Investigations, other than exnami-
nation of such capsules and packages,
are necessary to determine whether or
not such batch comples with the re-
quirements of § 146.3 for the issuance of
a certificate, the cost of such investiga-
tions.

The fee prescrlbsd by subparagraph
(1) of this paragraph shall accompany
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the request for certification unless
such fee is covered by an advance
deposit maintained in accordance with
§146.8 (d.

No-=: Scctlonz 146.39 to 146.103, inclusive,
recrved for future provi ions.

§ 146.101 Streptomycin sulfate, strep-
tormycin hydrochloride, streptomycin
phosphate. streptomycin tnihydrochlo-
ride calcium chloride (streptomycin cal-
cium chloride complex)-(a) Standards
of identity, strength, quality, and purity.
Streptomycin sulfate is the sulfate salt
of a kind of streptomycin or a mixture
of two or more such salts; streptomycin
hydrochloride is the hydrochloride salt
of a kind of streptomycin or a mixture
of two or more such salts; streptomycin
phosphate Is the phosphate salt of a
kind of streptomycin or a mixture of two
or more such salts; streptomycin tri-
hydrochloride calcium chloride is the
double salt of a kind of streptomycin or
a mixture of two or more such salts.
Each such drug is so purified and dried
that:

(1) Its potency is not less than 300
micrograms per milligram;

(2) It is sterile;
(3) It is nontoxic;
(4) It is nonpyrogenle;
(5) It contains no histamine or hista-

mine-like substances;
(6) Its moisture content is not more

than 3.0 percent;
(7) Its pH in aqueous solution of 0.2

gram per milliliter is not less than 4.5
and not more than 7.0;

(8) Its solution in water for injec-
tion U. S. P., dextrose injection 5.0 per-
cent U. S. P., or physiological salt solu-
tion U. S. P., prepared by adding 0.2 gram
(estimated) of streptomycin per milli-
liter, is of such clarity that it is sub-
stantially free of any turbidity or un-
dissolved material.

(hM Pac:aging. In all cases the im-
mediate container shall be a tight con-
tainer as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that Jhe contents
cannot be used without destroying the
sea]. and shall be of such composition as
will not cause any change in the strength.
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards. except that minor changes so
caused which are normal and unavoid-
able In good packaging, storage, and
distribution practice shall be disregarded.
In case It is packaged for dispensing it
shal be in Immediate containers of
colorless transparent glass which meet
the test for glass containers of type I
or type II prescribed by the U. S. P.,
closed by a substance through which a
hypodermic needle may be introduced
and withdrawn without removing the
closure or destroying its effectiveness;
each such container shall contain 0.5
gram, 1.0 gram, 2.0 gram, 3.0 gram, 4.0
gram, or 5.0 gram, and each may be pack-
aged in combination with a container of
the solvent, water for injection U. S. P.,
dextrose injection 5 percent U. p. P, or
physiological salt solution U. S. P.

(c) Labeling. Each package shall
bear on its label or labeling as herein-
after indicated, the following:
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(1) On the outside wrapper or con-
tainer and the immediate container:
(1) The batch mark;
(il) The number of grams in the Im-

mediate container;
(iii) The statement "Expiration date

-..", the blank being filled in with
the date which Is 12 months after the
month during which the batch was cer-
tified; and

(iv) The statement 'For Manufactur-
ing Use", "For Repacking", or "For
Manufacturing Use or Repacking" when
packaged for repacking or for use as
an ingredient in the manufacture of.
another drug, as the case may be.

(2) On the circular or other labeling
within or attached to the package, If it-
is packaged for dispensing, adequate di-
rections for use and warnings as re-
quired by section 502 (f) of the act, in-
cluding:
(i) Clinical indications;
0l1) Dosage and administration, In-

cluding method of preparation and
strength of solutions for different routes
of injection and local application;

(ii) The conditions under which such
solutions should be stored including the
statement "Sterile solution may be
stored at room temperature for one week
without significant loss of potency";*

(iv) Contraindications; 'and
(v) Untoward effects' that may ac-

company administration, including sen-
sitization.

If two or more immediate containers
are in such package, the number of such
circulars or other labeling shall not be
less than the number of such con-
tainers.
(d) Requdsts for certification, check

tests, and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2, a person who requests certifi-
cation of a batch shall submit with his
request q statement showing the batch
mark, the number of packages of each
size in the batch, the number of grams
in each package, and (unless it was pre-
viously submitted) the date on which the
latest assag of the drug comprising the'
batch was completed. Such request shall
be accompanied or followed by the re-
sults of tests and assays made by him
on the batch for potency, sterility, tox-
icity, py'ogens, histamine content, mois-
ture, pH, and clarity. If such batch or
any part thereof is to be packaged with'
a solvent such request shall also be ac-
companied by a statement that such sol-
vent conforms to the requirements pre-
scribed therefor by this section.

(2) If such batch is packaged for dis-
pensing, such person shall submit with
his request a sample consisting of one
immediate container for each 5,000 im-
mediate containers in such batch, but in
no case shall such sample consist'of less
than 5 or more than 12 immediate con-
tainers.

Such sample shall be collected by tak-
Ing, single Immediate containers, before
and after labeling, at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal..

(3) If such batch Is packaged for re-
packing or for use as an ingredient in the
manufacture of another drug, such per-
son shall submit with his request a sam-
ple containing five approximately equal
portions of at least 0.5 gram each taken
from different parts of such batch; each
such portion shall be packaged in a sepa-
rate container, and in accordance with
the requirements of paragraph (b) of
this section.

(4) In connection with cohtemplated
requests for certification of repackaged
batches or batches of another drug in
the manufacture of which it is to be used,
the manufacturer of a batch which is to
be so relbacked or used may request the
Commissioner to make check tests and
assays on a sample of such batch taken
as prescribed by subparagraph (3) of this
paragraph. From the information re-
quired by subparagraph (1) of this para-
graph may be omitted results of tests and
assays not required for the batch when
used in such other drug. The Commis-
sioner shall report to such manufacturer
results of such check tests and assays as
are so requested.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part
shall be:

(1) $15.00 for each immediate con-
gainer in the sample submitted in ac-
cordance with paragraphs (d) (2), (3),
and (4) of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such, immediate containers,' are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 for the issuance of a
certificate, the cost of such investiga-
tions.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request' for certification unless
such fee is covered by an advance
deposit mainaifed in accordance with
§ 146.8 (d).

This order which provides for the
certification of a new penicillin product,
capsules buffered penicillin with pectin'
hydrolysate, and which includes a re-
vision of all of the existing regulations
for certification of penicillin-containing
drugs heretofore promulgated and pub-
lishetd in this part, and which also pro-
vides for certification of streptomycin-
containing drugs, shall become effective
upon publidation in the FEDERAL REG-
ISTER since both the public and the af-
fected industries will benefit by the
earliest effective date, and I so find.

Notice and public procedure are not
necessary prerequisites to the promulga-
tion of this order and would be contrary
to the public interest, and I so fid,
since it was drawn in collaboration with
interested members of the affected in-
'dustries and since it would be against
public interest to delay the marketing of
these drug products.

Dated: April 1, 1947.
[SEAL] WATSON B. MILLER,

Administrator.
[F. A . Doc. 47-3236; Filed, Apr.-3, 1947;

9:36 a. m.i

PART 170-REGLATIONS FOR THE rNFORCn-
WENT OF THE FEDERAL TEA ACT

TEA STANDARDS

Correction

In Federal Register Document No. 47-
2803, appearing on page 1979 of the issue
for Wednesday, March 26, 1947, para-
graph (h) (3) of § 170.19 should read as
follows:

(3) India (to be used for all fully
fermented East India type teas).

TITLE 24-HOUSING CREDIT

Chapter Vill-Office of Housing
Expediter

[Housing Expediter Priorities Order 61

PART 801-PRIORITIES ORDERS UNDER VET-
ERANS' EMIERGENCY HousiNG ACT OF
1946

OFFICIAL SIGNATURE FOR OFFICE OF HOUS-
ING EXPEDITER

§ 801.6 Offlcial signature for Office
of Housing Expediter, (a) The Hous-
Ing Expediter may take in his own name
any action In performance of the func-
tions vested In him under the Veterans'
Emergency Housing Act of 1946 and
Executive Order 9836.

Except as otherwise provided In this
section, all actions in performance of
the functions vested In the Housing Ex-
pediter under the Veterans' Emergency
Housing Act of 1946 and Executive Or-
der 9836 (but not Including delegations
of authority) shall be taken and Issued
In the name of the Office of the Housing
Expediter, countersigned or attested by
the Authorizing Officer in substantially
the following form:

Office of the Housing Expediter
By --------------- -------

Authorizing Officer

This shall be the official signature of
the Office of the Housing Expediter.

Unless authorized by the Housing Ex-
pediter to take official action In his own
name, every officer and employee of the
Office of the Housing Expediter shall be
governed by the provisions of this sec-
tion in taking action requiring the offi-
cial signature of the Office of the Hous-
ing Expediter.

. (b) Appointment of Authorizing Offi-
cer: James V. Sarcone Is hereby ap-
pointed Authorizing Officer for the Offiee
of the Housing Expediter. The Author-
izing Officer will be governed by Instruc-
tiqns of the Housing Expediter or his
duly authorized representative In coun-
ter-signing, attesting, or Issuing any ac-
tion of the Office of the Housing Exx~e-
diter.

(c) Effective date: This section shall
become effective April 1, 1947. (60 Stat.
207) PRANx R. CREDON,

Housing Expediter.

[F. R. Doc. 47-3235; Filed, Apr. 3, 1947;
8:48 a. m. 1
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TITLE 31-MONEY AND
FINANCE: TREASURY

Chapter i-Monetary Offices,
Department of the Treasury

PART 131--GENERAL LICENSES UNDER EXI
EcuIVE ORDER 8389,'ARm 10, 1940, AS
ASEN-D D, AND REGULATIONS ISSUED PUR-
SUANT THERETO

EXEmpTION OF TRANSACTIONS WITH RESPECT
TO CERTAIN CURRENCIES AND SECURITIES

API'L 4, 1947.
Amendment to General License No. 87

under Executive Order No. 8389. as
-amended, Executive Order No. 9193, as
amended, section 5 (b) of the Trading
With the Enemy Act, as amended by the
First War Powers Act, 1941, relating to
foreign funds control.

Section 131.87 (General License No.
87) is hereby amended to read as -fol-
lows:

§ 131.87 Exemptions from section 2A
(2) of the order and from General Rul-
ing No. 5-(a) Transactions exempted
from section 2A (2) of the order. A gen-
eral license is-hereby granted exempting
all transactions from the provisions of
section 2A (2) of the order, except trans-
actions with respect to any securities of
evidences thereof which, whether in reg-
istered or bearer form, are transferable
or assignable and which either;

(1) Were issued or guaranteed prior
to December 7, 1941, by-the United States
or any state, territory, district, posses-
sion, or other political subdivision,
agency or instrumentality of or in the
United States or by any partnership, as-
soaiation, corporation or other organ-
iation organized or having its principal
place of business in the United States; or

(2) -Were issued prior to December 7.
1941, and are payable in the United
States exclusively or alternatively in
United States dollars, regardless of the
nature or location of the issuer: Pro-
vided, That this exception shall not be
deemed to preclude transactions with fe-

-spect to securities or evidences thereof
which are physically situated in Great
Britain, Canada, Newfoundland, or Ber-
muda, or to which Form TFEL-2 has
been attached, or with respect to which
a certification under paragraph (1) of
§ 131.95 (General License No. 95) has
been issued,

(b) Exemption of currency and cer-
tain securities from General Ruling No. 5.
The following currency hnd securities are
hereby. exempted from .the provisions of
General Ruling No. 5:

(1) All currency; and
(2) All securities other than those

to which the exception of paragraph
(a) of this section applies. (See. 5
(b), 40 Stat. 415, 966; sec. 2, 48
Stat. 1; 54 Stat. 179; sec. 301, 55 Stat. 839;
12 U. S. C. 95a; 50 U. S. C. App. Sup., 5
(b) ; E. 0. 8389, April 10, 1940, as amended
by E. 0. 8785, June 14, 1941, E. 0. 8832,
July 26, 1941, E. 0. 8963, Dec. 9, 1941, and
E. 0. 8998, Dec. 26, 1941, E. 0. 9193, July
6, 1942, as amended by E. 0. 9567, June 8,
1945; 3 CER, Cum. Supp., 10 F. R. 6917;
Regulations, Apr. 10, 1940, as amended
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June 14, 1941, Feb. 19, 1946. June 28, 194S
and Jan. 1, 1947; 31 CFR, Cum. Supp.,
130.1-7, 11 F. R. 1769, 7184, 12F. R. 6)

[SEAL] Joau W. SEaDEn,
"Secretary of the Treasury.

[F. R. Doc. 47-3174; Filed, Apr. 3, 1947;
8:47 a. m]

APPENDIx A TO PART 131-GumzrL, RuL-
INGS UNDER IXECUTIVE Onorn No. 8389,
ARIaL 10, 1940, As AuENDED, AID REGU-
LATIONS ISSUED PusUANT THzRETO

EXEMPTION OF CURRENCY AND CErTAIW
SECURITIES FnOMr GENERAL flULING 5

CROSS REFERENCE: For exemption of
currency and certain securities from
General Ruling 5, see § 131.87, supra.

TITLE 32-NATIONAL DEFENSE
Chapter XXIII-War Assets

Administration

Ieg. 11
PART 8301-DEsicNATion OF DISPO L

AGENCIES AND PROCEDURES FOn REPORT-
ING SURPLUS PROPEnTY LOCATED WITH!??
THE CONTINENTAL UITED STATES, ITS
TERRITORIES AND POSSEsSIO:NS

War Assets Administration Regulation
1, January 29, 1947. entitled "Dezsgna-
.tlon of Disposal Agencies and Procedures
for Reporting Surplus Property Located
within the Continental United States, Its
Territories and Possessions" (12 F. R,
863), is hereby revised and amended as
herein set forth. New matter is ndl-,
cated by underscoring. Order 1, July 19,
19461 as amended (11 F. R. 7973; 12
F. R. 100, Order 2, March 7, 1947 (12
F. R. 1838). Order 3, June 13, 1946. as
amended (11 F. R. 6774, 9572, 14490),
Order 7, July 19, 1946 (11 F. R. 7977),
Order 8. August 16, 1946 (11 F. R. 9760),
Order 9, May 14, 1946 (11 F. R. 5399),
Order 11, November 30, 1946 (11 F. R.
14074), under this part shall remain In
full force and effect.
Sec.
8301.1 De)fhtlons.
8301.2 Deignation of dispo::al agcencle;

continental United States.
8301.3- Designation of disp Cl agencics;

territories and posczslons.
8301.4 Designation of disposal agency for,

and dispmal of military property.
8301.5 Ue of Standard Commdcity Cla.s,!-

flcatlon for purpose of a ,ign-
ments.

8301.6 Declaration of surplus property.
8301.7 Declarations of surplu3 personal

property; forms: de:crlption of
property.

8301.8 Declarations of surplus personal
property; special Information from
owning agenclcs.

8301.9 Declaration of surplus real prop-
erty.

83.2I.10 Continental United States; flUn
declarations of Gurplus personal
property resulting from-contrac-
tor Inventories.

'Reg. 1, Order 1, July 19,1040 to remain
In effect until Isuance of revision cffcctiv
as of-April 5, 1947.

2249

$5,.
6301.11 Continental United States; filing

declarations of -surplus personal
property.

g01.12 Continental United States, terri-
tortes and pozessions; declara-
tions of surplus real property.

b301.3 Territories and possesions; fllng
declarations of surplus personal
property.

8301.14 Forwarding declarations of surplus;
notice.

8301.15 Wlthdrawala.
8301.6 Sales by- a dispozal agency other

than the one to which the prop-
erty Is a-signed.

8301.17 Transfer of surplus property be-
tween territories and pozsessions
and continental United States.

8301.18 Authority of disposal agencIes to
dispose of surplus property.

8301.19 Regulations to be reported to the
War A-oets AdminL-trator.

8301.20 Records and reports.

Au TIoSIT: § 8391.1 to 830120, Inclusive,
L-ucd under the Surplus Property Act of
1944 as amended (53 Stat. 765. as amended;
50 U. S. C. App. Sup. 1611): Pub. Law 181,
79th Cong. (.9 Stat. M33; 50 U. S. C. Aptp. Sup.
1614a. 1614b); and E. 0. 96839 (11 F. R. 1265).

§ 8301.1 Definitions-Ca) Terms de-
fined in act. Terms not defined in para-
graph (b) of this section which are de-
fined in the Surplus Property Act of 1944
shall in this part have the meaning given
to them in the act.

(b) Other terms. (1) "Continental
United States" means the 48 States and
the District of Columbia.

(2) 'Territories and possessions7
means Hawall, Alaska (including the
Aleutian Islands), Puerto Rico, and the
Virgin Islands.

(3) "Real property" means all classes
of real property together with any fix-
tures and Improvements thereon and is
not limited to the definition thereof as
contained in section 23 of the act.

(4) "Section 23 real property" means
p operty consisting of land, together
with any fixtures and improvements
thereon (including hotels, apartment
houses, hospitals, office buildings, stores,
and other commercial structures) Io-
cated outside the District of Columbia,
but does not include (1) commercial
structures constructed by, at the direc-
tion of, or on behalf of any Government
agency, (if) commercial structures which
the Administrator determines have been
made an Integral part of a functional
or economic unit which should be dis-
posed of as a whole, and dil) war hous-
ing, Industrial plants, factories, airports,
airport facilities, or similar structures
and facilities, or the sites thereof, or land
which the Administrator determines es-
sential to the use of any of the foregoing.

(5) "Handbook of Standards" means
the Handbook of Standards for descnb-
Ing Surplus Property prepared for the
Surplus War Property Administration by
the War Production Board (U. S. Gov-
ernment Printing Office).

(6) "Standard Commodity Classifica-
tion" means the Standard Classified List
of Commodities, being Volume I of the
Standard Commodity Classification,
May, 1943 (U. S. Govermment Printing
Office).

§ 83012 Designation of disposal
agencies; continental United States. The
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following Government agencies are
hereby designated as disposal agencies
for surplus-property located within the
continental United States: Provided,
That the Administrator may assign any
real property to any of the disposal
agencies designated in this part regard-
less of its classiflcation whenever the
Administrator shall determine.such as-
signment appropriate to facilitate dis-
posal:I (a) Patrol vessels; Navy Department.
The Navy Department Is hereby desig-
nated as the disposal agency for certain
patrol vessels assigned to it by Order
1 under this part.

(b) Ships and maritime personal prop-
erty: Maritime Commission and War
Assets Admiistration. (1) (1) The
United States Maritime Commission,
pursuant to the provisions of section 10
(b) of the Surplus Property Act of 1944,
Is the disposal agency for surplus ves-
sels which it determines to be merchant;
vessels or capable of conversion to mer-
chant use which shall be disposed of
under the Merchant Marine Act of 1936 '
as amended, and other laws authorizing
the sale of such vessels, and not under
the Surplus Property Act of 1944 or regu-
lations thereunder. Such vessels as de-
termined by the United States Maritime
Commission consist of: A'all non-com-
batant vessels, except landing craft of
all types, landing ship tanks, undocu-
mented vessels under thirty (30) feet in
length without propulsion machinery,
and life boats with or without propulsion
machinery, when located within the con-
tinental United States."

(ii) The United States Maritime Com-
mission may from time to time determine
that other vessels or types of .vessels Are
not merchant vessels or capable of con-
version to merchant use.- In such cases
specific notice of such vessels or types
of vessels shall be immediately reported
to the War Assets Administration upon
the making of the determination.

(2) The United States Maritime Com-
mission is hereby designated as disposal
agency for the disposal of the following
types of surplus vessels located in the
continental United States which have
been determined by the Commission not
to be merchant vessels or capable of con-
version to merchant use: "landing craft
of all types, including landing ship tanks"
together with any additional vessels de-
termined later not to be merchant ves-
sels or capable 6f conversion to merchant
use, as provided In subparagraph (1) (ii)
supra. •

(3) The War Assets Administration is
hereby designated as disposal agency for
all marine personal property (except as
otherwise provided in this section), in-
cluding undocumented vessels which are
under thirty (30) feet-in length and

249 Stat. 1985; 46 U. S. C. 1101-1279.
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without propulsion machinery, and In-
"cluding life boats with or withoutpro-
pulsion machifiery, and, other items as-
signed to War Assets Administration by
Order 11 under this part.

(c), Agricultural commodities and'
lood; Department of Agriculture. The
Department of Agriculture is liereby
designated as the disposal agency for
agricultural commodities and food. This
general class of property, "agricultural
commodities and food" includes property
assigned to the Department of Agricul-
ture by Order 1 under this part.

(d) Agricultural, forest, grazing and
mineral property; Department of Agri-
culture., The Department of Agriculture
is hereby designated as the disposal
agency for surplus section 23 real prop-
erty located within the continental
United States which the Administrator
shall classify as agricultural, forest,
grazing, or mineral property: Provided,
however, That the Department of In-
terior is designated as disposal agency
-for all such property classified as grazing

- or mineral property which was assigned
to it for disposal prior to the 23d day of
February 1947.

(e) All other property: War Assets
Administration. The War Assets -Ad-
ministration is hereby designated as dis-
posal agency for all real and personal
property of every type and classification
located in the continental United States,
,declared surplus by-owning agencies, ex-
cept those types assigned-to other dis-
posal agencies under subparagraph (b)
(2) and paragraphs (c) and (d) of this
section: Provided, That:

(1) The Federal Works Agency is
designated as disposal agency for, all
section 23 real property Which was as-
signed to it for disposal prior to the 29th
day of January 1947; and

(2) The National Housing Agency is
designated as disposal agency for all
residential and other property which was
assigned to it for disposal prior to the
29th day of January 1947.

§ 8301.3 Designation of disposal a~en-
cies; territories and possessions, The
following designations 'of Government
agencies as disposal agencies for surplus
property located in the territories and
possessions of the United States as de-
fined in -§ 8301.1, are hereby made, Pro-
vided, That the Administrator may as-
sign ariyreal property located in the ter-
ritories and possessions to any of the dis-
posal agencies designated in this part
regardless of-its classification whenever
the Administrator shall determine such
assignment appropriate to facilitate dis-
posal. "

(a) All personal property not other-
wise assigned; War Assets Administra-
tion. War Assets Adminiistration is
hereby designated as thedisposal agency
for all personal property, including air-
craft and property-eculiar to aircraft,
not otherwise assigned under this section

'Reg. 1, Order 1, July 19, 1946 to remain
In effect until issuance of revision effective
as of April 5, 1947.

and located in the territories and pos-
sessions.

(b) Ships: Maritime Commission.
The United States Maritime Commis-
sion, pursuant to the provisions of sec-
tion 10 (b) of the Surplus Property Act
of 1944, is the disposal agency for sur--
plus vessels which it determines to be
merchant vessels or capable of conver-.
sion to merchant use, to be disposed of
under the Merchant Marine Act of 1930
as amended, and other laws authorizing
the sale of such vessels, and not under
the Surplus Property Act of 1944 or regu-
lations thereunder. Such vessels as do-
"termined by the United States Marl-
time Commission consist of: "all non-
combatant vessels of 1,500 gross tons or
over, except 16T's, located In the terri-
tories and possessions,

-(c) All real property; Department of
the Interior. The Department of the
Interior is hereby designated as the dis-
posal agency for all real property lo-
cated in the territories arid possessions.

§ 8301A Designation of disposal agency
for, and disposal of, military property.,
The Department of State is hereby
designated as the disposal agency for
surplus military 'property located in
the'continental United States, Its ter-
ritories and posse8sions, for disposal to
other governments. With the con-
sent of the State Department, owning
agencies are authorized to file'declara-
tions of such surplus property with the
Department of State, Office of the Fot-
eign Liquidation Commissioner, Wash-
ington 25, D. C.; such declarations of
surplus as are flied with the State De-
partment shall have endorsed thereon
the approval of an officer of the owning
agency to be designated as Its repre-
sentative for coordination with the State
Department. If there are Included In
such declarations of surplus any sub-
stantial quantity of items which may be
used for civilian purposes, the State De-
partment slihll consult with the appro-
priate Government agencies (including
domestic'disposal agencies) to ascertain
whether such items are required for re-
serves established under the act for pr-
ority or preference latmants or are
urgently., required for the domestic
economy. If the Dbpartment of State
determines that such Items are so re-
quired, it shall forward the declaration
of surplus covering such Items to the
.appropriate disposal agency. The term
"military property" includes all arms,
ammunition, spare parts, accessories,
maintenance and service tools and
equipment, cleaning and preserving ma-
terials, military 'automotive equipment,
aircraft and aircraft maintenance and
servicing equipment, naval combat type
and auxiliary vessels (excluding vessels
referred to in section 3 (d) of the act),
special military clothing and equipage,
and all other items required to train,
equip, and maintain military, aviation,
and naval units as listed In approved
tables of organization and equipment
and technical publications pertaining
thereto for United States armed forces,
and production equipment specially de-
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signed to produce munitions. No dis-
posal agency other than the State De-
partment shall dispose of any arms,
ammunition, and implements of war as
defined by the President's Proclamation
No. 2549 of April 9, 1942, and facilities
intended for the production thereof to
any foreign government, without the
consent in writing of the State Depart-
ment.

§ 8301.5 Use of Standard Commodity
Classification for purpose of assignments.
The assignments made in Order 1 under
this part through the use of Standard
Commodity Classificatioh code numbers
are intended to be in aid of and supple-
mentary to the assignments of the gen-
eral classes of property made in § 8301.2.
If, therefore, items fall within a general
class of property assigned Jy this part
but these items are not listed in the
Standard Commodity Classification, they
shall be disposed of by the disposal
agency to which the general class of prop-
erty is assighed. Similarly, if the Stand-
ard Commodity Classification does not
indicate that an item is included within
more than one of the general classes of
property assigned in § 8301.2, the asslgii-
ment of the general class shall control.

§ 8301.6 Declaration of surplus prop-
erty. Each owning agency shall, pursu-
ant to section 11 (a) of the act, contin-
uously. survey property in its control and
determine that which is surplus to Its
needs and responsibilities, and, except
for such property as the owning agency
itself is authorized to dispose of, it shall
report such surplus property to the Ad-
ministrator and to the appropriate dis-
posal agency designated-in this part.
The reporting of surplus personal prop-
erty by an ownink agency to a disposal
agency shall constitute a declaration of
surplus. When the disposal agency has
notified the owning agency' of the date
on which any specific location will be

* organized for disposal operations at the
site, the owning agency shall discontinue,
as of the specified date, all declarations
on WAA Form.10.01 (formerly Form SPB-
1) of property at such location, unless
expressly requested otherwise by the dis-
posal agency.

§ 8301.7 Declarations of surplus per-
sonal property; forms; description of
property. Subject to the provisions of

- § 8301.9 owning agencies shall declare
surplus personal property to the Admin-
istrator and to the appropriate disposal
agencies on forms as prescribed by Or-
der 3 under this part. The property shall
be described in sufficient detail to fur-
nish the disposal agency with an ade-
quate basis for disposal. Unless other
provision is made, the minimum stand-
ards of descripiton prescribed by the
Handbook- of Standards for Describing
Surplus Property shall be used as a guide
for all such descriptions.

1 8301.8 Declarations of surplus per-
sonal property; special information from
owning agencies-(a) Limitations on
power of disposal. Declarations of sur-
plus personal property shall fully set
forth any legal restrictions upon the au-
thority of the Government to dispose of
any personal property, including any re-
strictions upon the disposal or use
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thereof arising from any patents or any
contract relating thereto, unles such in-
formation relating to patents has other-
wise been furnished to the disposal agen-
cies.

(b) Red Cross property. Declarations
of surplus personal property shall desig-
nate any such property known to have
been processed, produced or donated by
the American Red Cross.

§ 8301.9 Declaration of surplus real
property. The owning agency shall no-
tify the Administrator by a letter of In-
tent on the date upon which It is deter-
mined that real property and any per-
sonal property connected therewith Is
no longer required by the owning agency.
Where surplus personal property is lo-
cated in or on such real property, the
owning agency shall, unlqss otherwise
directed by the Administrator, declare
such personal property surplus In con-
junction with the real property. The
filing with the Administrator of an ac-
ceptable WAA Form 1005, together with
WAA Form 1001 where personal prop-
erty Is involved, shall constitute a decla-
ration of surplus real property.

§ 8301.10 Continental Unitc States;
filing declarations of surplus personal
property resulting from contractor in-
ventories. If an owning agency takes
possession of any contractor Inventory
located in the continental United States,

'it may declare such property surplus to
the regional office of the War Assets Ad-
ministration for the region wherein the
property is located. If any property so
declared is of a class other than that
which is assigned to the War Assets Ad-
ministration by this part, It will make the
necessary classification and forward the
declarations to the appropriate disposal
agencies unless disposal of such prop-
erty by the War Assets Administration Is
authorized under § 8301.1G. This section
shall not apply to agricultural commodi-
ties and foods.

§ 8301.11 Continental United States;
filing declarations of surplus -personal
property. Declarations of surplus per-
sonal property located within the conti-
nental United States shall be flied on
forms prescribed by Order 3 under this
part at the office of the War Assets Ad-
ministrator, Washington 25, D. C., and
at the Office of the appropriate disposal
agencies as follows except as otherwise
indicated In Order 2 under this part: At
the regional offices of the War Assets
Administration and at the Washington,
D. C. offices of all other disposal agencies.
The locations of these offices and the
areas comprised by the regions are set
forth in § 8301.52 3 under this part.

§ 8301.12 Continental United States,
territories and possessions; declarations
of surplus real property-(a) Filing.
Declarations of surplus real property
shall be filed with the War Assets Ad-
ministrator, Washington 25, D.C. Where
personal property is to be declared sur-
plus in conjunction with real property,
the owning agency shall in advance
notify the appropriate regional office of
War Assets Adninlstration pr, in the
territories and possessions, the appro-

'Reg. 1, Order 2 (12 F. R. 2833).

priate office of the Department -of the
Interior, of the date on which WAA
Form 1001 will be ready for filing. Such
office may designate a representative
with whom the form may be filed at the
Installation site and who shall be au-
thorized to accept the declaration for
filing. If for any reason such form is not
so filed with the designated representa-
tive It shall be filed at the War Assets
Administration regional office, or, in the
territories and possessions, at the appro-
priate office of the Department of the
Interior. "

(b) Transmitting. The Administr-
tor will transmit the declaration to the
appropriate diosal agency and will
notify the owning agency of such trans-
mittal -

§ 8301.13 Territories and possessions;
filing declarations of surplus personal
property. Declarations of surplus per-
sonal property located in the territories
and pos sessons shall be filed on the forms
prescribed In Order 3 under this part
with the War Assets Administrator,
Washington 25, D. C., and at-such offices
of the appropriate disposal agency as are
specified In Order 2 under this part, or,
if not specified, as the disposal agency
may direcL

§ 8301.14 Forwarding declarations of
surplus; notice. Whenever surplus dec-
larations are forwarded by one disposal
agency to another disposal agency or to
the Administrator under this part, the
forwarding disposal agency shall so no-
tify the ownlnt agency which filed the
declaration.

§ 8301.15 Withdrawals--(a) Personal
property. With the consent of the
disposal agency, an owning agency
may withdraw personal property which
It has declared surplus and for which
a declaration has been transmitted to
such disposal agency pursuant to this
part: Provided, however, That. such
withdrawals may be made only (1) on
the forms prescribed by Order 3 under
this part, (2) by the technical service,
bureau, or other constituent part of the
owning agency, which made the declar-
ation, or Its successor, and (3) upon the
agreement of the owning agency to pay
all freight charges in connection with
the movement of the property to the
point designated by such agency, in cases
where the disposal agency has assumed
custody and accountability.

(b) Real property. A request by an
owning agency for the withdrawal of a
declaration of surplus real property shall
be transmitted to the Administrator by
the filing of WAA Form 1005' (formerly
Form SPB-5) with complete justification
for the requested withdrawal. In cases
where the disposal agency has incurred
direct costs or obligations in connection
withthe care orhandling of the property,
the withdrawal by the owning agency
shall be on condition that the disposal
agency be reimbursed for anydirect costs
so incurred and relieved of any such ob-
ligations. The Administrator, after con-
sideration of the request and any addi-
tional evidence which he deems appro-
priate, will notify the owning agency and

'e.g. 1, Order 3 (11 F. R. 6774, 9572. 1490).
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the appropriate disposal agency, if the
declaration previously was transmitted
thereto, of his decision.

§ 8301.16 Sales bly a disposal agency
other than the one to which the prop-
erty is assigned. A disposal agency may
dispose of personal property which is
declared to It as surplus but which is as-
signed under this part to anothef disposal
agency: Provided, however, That dis-
posal of any Item of personal property
In excess of a reported cost of three
hundred dollars ($300) 'may be made
only with the consent of such other dis-
posal agency.

§ 8301.17 Transfer of surplus property
between territories and possessions and
continental United States.- No surplus
personal property shall be transferred
by a disposal agency from one territory
or possession to another, or to the conti-
nental United States, without the con-
sent of the disposal agency acting as such
at the place of destination. Where such
consent Is given and the transfer is made,
disposal shall be made by the disposal
agency acting as such. at the place of
destination.

§ 8301.18 Authority of disposal agen-
cies to dispose of surplus property-(a)
In general. 'The disposal agencies desig-
nated in this part are hereby authorized
and directed to dispose of property de-
clared or assigned to them as surplus.
Disposalsshall be mae in accordance
with regulations, orders, and instructions
of the War Assets Adaflnistrator and
those of the Surplus Property Adminis-
trator, the Surplus Property Board and
the Surplus War Property Administra-
tion (created by Executive Order 9425,'
February 19, 1944) which have not been
rescinded and superseded, and in accord-
ance with the objectives and provisions
of the act.

(b) Aircraft, aircraft parts, radio and
electrical equipment. The appropriate'
disposal agencies are hereby authorized,
in accordance with section 19 (c) of the
act, to dispose of aircraft and aircraft
parts and radio and electrical equipment..

(c) Small bdsiness. The Department
of Commerce, having been vested by
Executive Order 9665 (11 F. R. 3) with
the functions and responsibilities of
Smaller War Plants Corporation set
forth In sections 18 (c) and (d) of the
Surplus Property Act of 1944, should
bring to the attention of the War As-
sets Administrator, the disposal agen-
cies, and the Reconstruction Finance
Corporation the needs and requirements
of small business, and any cases or situ-
ations which have resulted in or would
effect discriminations against such busi-
ness; and the Reconstruction Finance
Corporation, In the exercise of its au-
thority to purchase surplus property for
resale to such business, and disposal
agencies shall give consideration to the
needs and requirements of small busi-
ness as reported to them by the De-
partment of Commerce so as to prevent
any discrimination against small busi-
ness in the disposals-of surplus property.

RULS "AND REGULATIONS

§ 8301.19 Regulations to be reported
to the War Assets Administrator. Each
owning agency and each disposal agency
shall file with the War Assets Adminis-
trator copies of all regulations, orders,
and instructions of general applicability
which it may issue in furtherance of the
provisions, or any of them, of this part.

§ 8301.20 Records and reports. Own-
ing and disposal agencies shall prepare
and maintain such records as-will show
full compliance with the provisions- of
this part and with the applichble provi-
sions of the act. Reports shall be pre-
pared and filed with the War Assets Ad-
ministrator in such manner Is may be
specified by order Issued under this part

-subject to the approval'of the Bureau of
the Budget pursuant to the Federal Re-
ports Act of 1942. '

This revision of this part shall become
.effective April 5,' 1947.

ROBERT M. LITTLEJOHN,
Administrator..

MAcH 25, 1947.

IF. R. Doe. 47-3304; Filed, Apr. 3, 1947;
10:32 a. i.]

- [Reg. 1, Revocation of Order 101

PART 8301-DESIGNATION Or DISPOSAL
AGENCIES AND PROCEDURES FOR REPORT-
ING SURPLUS PROPERTY LOCATED WITHIN
THE CONTINENTAL UNITED STATES, ITS
TERRITORIES AND POSSESSIONS

APPROvAL OF DELEGATION OF DISPOSAL Au-
THORITY BY THE MARITIMIE COM XISSION
TO T3E WARASSETS ADMINISTRATION FOR
MARITIME PERSONAL PROPERTY TO BE
SOL.D AT SITE SALES

War Assets Administration Regulation
1, Order 10, October 25, 1946, en-
titled "Approval of Delegation of Dis-
posal Authority by the Maritime Com-
mission to the War Assets Administra-
tion for Maritime Personal Property to
be Sold at Site Sales" (11 F. R. 12794), Is
hereby revoked and rescinded.
(Surplus Property Act of 1944, as amend-
ed (58 Stat. 765, as amended; 50 U. S. C.
App. Sup. 1611); Public Law 181, 79th
Congress (59 Stat. 533; 50 U. S. C. App.
Sup. 1614a, 1614b) ; and Executive Order
9689 (11 F. R. 1265))

This-revocation shall become effective
April 5, 1947.

- ROBERT M. LITTLEJOHN,
Administrator.

MARcH 25, 1947.
[F. R. Doe. -47-3305; Filed, Apr. 8, 1947;

10,32 a. m.]l

Chapter XXIV-Department of State,
Disposal of Surplus Property and
Administration of Lend-Lease

IDep~t..Reg. 108.431

PART 8501-DELEATION OF AUT O y TO
THE FOREIGN LIQUIDATION ComrnsSIOxna
AND THE DEPUTY FOREIGN LIQUIDATION
COZsrnSIONER

Sec.
,8501.1 Easfe delegation. -

8501.2 Authority t6 execute contracts and
other documents.

2 Bog. 1 (12 F. R. 863).

Sec.8501.3 Authority to designate deputies and
other officers.

8501.4 Assignment of War and Navy officers
to field representative of tile Com-
missioner.

8501.5 Maintenance of records.
AUTMOmTY: §§ 8501.1 to 8501.5, Inclusive,

issued under 58 Stat. 765, 59 Stat. 633, Pub.
Law 375, 79th Cong., 69 Stat. 168, Pub. LawI
584, 79th Cong., 60 Stat. 754: 50.U. S. C. App,,
Supp. 1611, 1614a, 1614b; E. 0. 0630, Sept, 27,
1945, 3 CFR 1945 Supp.,

§ 8501.1 Basic delegation. Under the
general supervision of and in conformity
with such directions, orders or instruc-
tions as may'from time to time be issued
by the Secretary of State In the execution
of the foreign policies of the United
States, and reporting to the Secretary
through the Assistant Secretary for Eco-
nomic Affairs:

(a) The Foreign Liquidation Commls-
sioner (referred to as Commissioner in
the regulations. In this part) Is hereby
delegated the entire authority and re-
sponsibility now or hereafter vested In
the Department of State for the admin-
istration and coordination of policies and
action in connection with the disposition
of all surplus property, including scrap,
salvage, waste materials, and property
captured from the enemy, for which the
Department of State may be responsible;

(b) The 3)eputy Foreign Liquidation
Commissioner (referred to as Deputy
Commissioner In the regulations in this
part) is hereby delegated authority to
serve -as Deputy to the Foreign Liquida-
tion Commissioner In all matters relating
to the disposal of surplus property, and
to exercise all of the authority and per-
form all of the functions of the Com-
missioner with respect to such matters
In his absence.

§ 8501.2 Authority to execute con-
tracts and other documents. The Com-
missioner and the Deputy Commissioner
are authorized to execute such agree-
ments, contracts, and other documents
on behalf of the, United States or tho
Department of State as may be necessary
or desirable in the performance of the
functions delegated to them.

§ 8501.3 Authority to designate depu-
ties ahd other oflcers.-(a) Deputies and
assistants. .The Commissioner Is author-
ized, with the approval of the Assistant
Secretary for Economic Affairs, to desig-
nate additional Deputy Commissioners,
who may in the order prescribed n the
instrument of designation exercise all
of the authority and perform all of the
functions hereunder of the Commissioner
in his absence, and one or more Assistant
Commissioners, who may in the order
prescribed In the Instrument of appoint-
ment exercise all of the authority and
perform all of the functions of the Com-
missioner in this part'in the absence of
the Commissioner and the Deputy Com-
missioner.

(b) Other delegations. The Commis-
sioner Is authorized to designate field
representatives and to delegate all or
any'part of his authority and functions
in this part hereunder to such repre-
sentatives, and to any United States
Government-agency, with the consent
of such agency, or, subject to such con-
ditions, directions, and restrictions as
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may be prescribed by the Commissioner
or his authorized representatives, either
in the instrument of delegation or other-
wise from time to time, to a person
under the complete control of such Gov-
ernment agency. Such delegations may
authorize successive redelegations ac-
cording to the terms of the instrument of
delegation Under this authorization
the following types of delegations have
been .made:

(1) Central Field Commissioners and
Field Commissioners. have been dele-
gated the power, for or on behalf of the
Foreign Liquidation Commissioner, (1)
to dispose of all surplus property located
in their respective areas for the disposal
of which the Department of State may
be responsible; (ii) to perform all acts
necessary to accomplish the expeditious
disposal of such property including the
execution of contracts and the employ-
ment of personnel and the procurement
of materials within the limits of funds
available t6 their respective areas for
such purposes'; and (iii) to redelegate to
deputies and assistants all or any part
of their powersN with regard to all or
any part of the area or property under-
their j.isdiction in accordance with ap-
plicable directives issued by the Foreign
Liquidation Commissioner.

(2) The geographic areas under the
jurisdiction of the various Central Field
Commissioners and Field Commission-
ers are as follows:

(i) Central Field Commissioner for
Pacific and China. Those areas lying
outside the continental United States,
Hawaii, and Alaska (including the
Aleutian. Islands) west of 141 degrees
west longitude and east of 100 degrees
east longitude, including, however, all of
China, Thailand, and Sumatra.

(ii) Field Commissioner for Canada;
North Atlantic. Those areas lying out-
side the coritinental United States and
Alaska east of 141 degrees west, west of
32 degrees west, and north of 33 degrees
north, including, however, all of Green-
land together with Iceland, Bermuda,
and the Bahamas.

(ii) Central Field Commissioner for
Latin America. Those areas lying out-
side the continental United States and
Puerto Rico east of 141 degrees west, west
of 32 degrees west, and south of 33 de-
grees north, excepting, however, Ber-
muda and the Bahamas.

(iv) Central Field Commissioner for
Europe. Those areas lying east of 32
degrees west, west of 60 degrees east,
and north of 14 degrees south, excluding,
however, (a) Greenland and Iceland;
(b) Areas east of 32 degrees east and
south of 37 degrees north; and (c) -Iran,
Iraq, Syria, Turkey, Egypt, Anglo-
Egyptian Sudan, Uganda, Tanganyika,
Northern Rhodesia, and Angola.

(v) Field Commissioner for India;
Burma. Those areas lying west of 100
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degrees east, and east of 60 degree- east,
excluding, however, Thailand, China,
Sumatra, and Iran.

(vi) Central Field Commissioner for
Africa, Middle East-Persian Gulf.
Those areas lying west of 60 degrees east,
east of 32 degrees east, and south of 37
degrees north, and those areas lying
west of 32 degrees east, east of 32 de-
grees west, and south of 14 degrees south,
including, however, Iran, Iraq, Syria,
Turkey, Egypt, Anglo-Egyptian Sudan,
Uganda, Tanganyika, Northern Rho-
desia, and Angola.

(3) The Field CommLssioner for Mili-
tary Programs has been delegated the
pbwer, for or on behalf of the Foreign
Liquidation Commissioner, to dispose of
to other governments surplus military
property located within or outside the
continental United States, Its territorles
and possessions. 1

(4) Sales Officers have been delegated
limited authority to execute contracts for
the sale and transfer of surplus property
n accordance with their delegated au-
thority. Sales Officers Include those
persons who have been delegated au-
thority to negotiate and execute con-
tracts for the sale of specific surplus
property, specific types of surplus prop-
erty, or all surplus property located In
specified areas.

(5) The names of all persons holding
final authority to act for or on behalf of
the Foreign Liquidation Comnmfs5oner
with respect to the matters described
herein. are on file in the Office of the
Foreign Liquidation Commisioner, De-
partment of State, Washington 25, D. C.

(c) The Commissioner is also author-
ized to designate to serve, in such repre-
sentative capacities as may be deemed
necessary, such officers and enlisted per-
sonnel of military or naval establish-
ments as may be detailed to the Depart-
ment of State pursuant to Executive Or-
der 9630, dated September 27, 1945.

§ 8501.4 Assignment of War and Navy
officers to fldd representatire of the
Commissioner. The Commis s ioner or
his field representatives are authorized to
call upon the War and Navy Depart-
ments, and the military commander of
any theater of operations, command, de-
partment, or base in foreign areas and
the naval commander of any area, several
areas, or fleet, or the commandant of a
naval district, in foreign areas for the
assignment within his command to the
field representative of the Commissioner,
of such military and naval personnel,
transportation, and administrative serv-
ices or facilities as may be required to
be furnished by them pursuant to para-
graphs 8 and 9 of Executive Order 9630,
dated September 27, 1945.

§ 8501.5 Maintenance of records. Tlae
Commissioner shall maintain records of
all his transactions and require that such
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records be kept by each field representa-
tive in the form and manner prescribed
by him.

This part shall become effective imme-
diately upon publication in the FEzai.
REGIS=.

[sZA] Dun Acso.a,
Acting Secretary of State.

MnciC 28, 1947.
[P. IL Mec. 47-3234: Filed. Apr. 3, 1947;

8:48 a. n.]

TITLE 38-PENSIONS, BONUSES,
AND VETERANS' RELIEF

Chapter I-Veterans Administration

PAT 10-.-Sssfnar

nRnSTArmT=ET

§10.3080 Application and medical
eadence. The applicant for reinstate-
ment of United States Government Life
Insurance must furnish during his life-
time, and before becoming totally and
permanently disabled, and within the
three calendar months Including the cal-
ender month for which the unpaid pre-
mium was due, a written application
signed by him which shall state that he
Is in as good health as at date of lapse,
or after the expiration of the three cal-
endar months, a written application
signed by him that he is In good health,
n accordance with the requirements of
the particular case; and in addition the
applicant shall furnish such evidence
relative to his physical condition as may
be required by the Administrator of Vet-
erans Affairs, and on such forms as may
be prescribed: Provided, That if the in-
surance becomes a claim after tender of
the amount of the premiums required
but before full compliance with the re-
quirements of this paragraph, and the
applicant was in the required state of
health at the date that he made the
tender of the amount of premiums, and
that there Is a satisfactory reason for his
noncompliance, the director, undervrit-
ing service may, if the applicant be dead,
waive any or all of the requirements of
this section, or, if the applicant be living,
allow compliance with this section, as of
the date required amount of premiums
was received by the Veterans Adminis-
tration. (Sees. 5, 300, 301, 43 Stat. 603,
624, as amended; secs. 1, 2, 46 Stat. 1016;
38 U. S. C. 11, 11a, 426, 511, 512)

IsrALl OzTRs N. Bn~rOLZ,
General, U. S. Army,

Administrator of Veterans' Affairs.

A rn 4, 1947.
IF. I. Dc. 47-2866; Piled, Apr. 3. 1947;

8:49 a. m.]
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PROPOSED RULE- MAKING

b6EPARTMENT OF AGRICULTURE
Production and Marketing

Administration
[7 CFR, Part 946]

[Docket No. AO-123-A61

HANDLING Or MILK IN L4oUisvILLE, KY.,
MARKETING AREA

NOTICE OF EEARING ON PROPOSED AMEND-
P.TT TO TENTATIVELY APPROVE M~ARET1-
ING AGREEMENT
Pursuant to the Agricultural Market-

ing Agreement Act of 1937, as amended
(7 U. S. C., 601 et seq.), and in accordance
with the applicable rules of practice and
procedure, as amended (7 CFR, Cum.
Supp. 900.1 et seq.; 10 F. R. 11791, 11 F. R."
7737, 12 F. R. 1159), notice is hereby given
of a public hearing to be held at the
Henry Clay Hotel, Louisville, Kentucky,
beginning at 10:00 a. mi., c. s. t., April 28,
1947, for the purpose of receiving with
respect to the proposed amendments to
the tentatively approved marketing
agreement, as amended, and the order,
as amended, regulating the handling of
milk in the Louisville, Kentucky, milk
marketing area (11 F. R. 11121). These
proposed amendments have not received
the approval of the Secretary of Agri-
culture.

The following amendments have been
proposed:

By the Dairy Branch, Production and
Marketing Administration:

1. Amend § 946.1 by adding a para-
graph (j) to read as follows:

Wj) "Department of Agriculture"
means the United States Department of
Agriculture or such other Federal
agency authorized to perform the price
reporting functions specified in §§ 946.4
and 946.8 (f).

By the Rolling Green Dairy,- Scotts-
burg, Indiana:

2. Amend § 946.1 (c) by deleting the
towns of Speed, Sellersburg, and Mem-
phis in Clark County, Indiana, from the
Louisville, Kentucky, marketing area.

By the Dairy Branch, Production and
Marketing Administration:

3. Amend § 946.2 (b) by adding two
subparagraphs to read as follows:

(3) Make rules and regulations to
effectuate the terms and provisions
hereof; and

(4) Recommend to the Secretary
amendments hereto.

4. Amend § 946.2 c) by adding a sub-
paragraph to read as follows:

(8) Prepare and lisseminate for the
benefit of producers, consumers, and
handlers, such statistics and informa-
tion concerning tile operation hereof as
does not reveal confidential informa-
tion.

By the Falls Cities Cooperative Milk
Producers Association:

5. Delete § 946.3 (d) and substitute
the following:

(d) Computation- of class volumes.
For each delivery period the market ad-
ministrator shall correct for mathemat-
ical and for other obvious errors the
report submitted by each handler and
compute from the corrected report the
amount of Class I milk, Class II milk,
and ClassfII milk as follows:

(1) Determine (i) the total pounds of
milk received from producers including
the handler's own production), and (ii)
the total pounds of milk, skim milkAand
other milk products received from other

-handlers, received as emergency milk,
and received from other sources; add to-
gether the resulting amounts.

(2) Determine the total pounds of
butterfat received by multiplying by its'
respective average butterfat test the
milk, skim milk, and other milk products
determined under subparagraph (1) of
this paragraph; add together the result-
ing amounts.

(3) Determine the total pounds of
Class I milk as follows:

(i) -Convert to quarts the quantity of
milk and skim milk disposed of in the
form of milk,- buttermilk, 'and milk
drinks, whether plain or flavored, and
multiply by 2.15;

(Ii) Multiply the result by the average
butterfat test thereof; and

(iiI) If the quantity of butterfat so
computed when added to the pounds of
butterfat in Class II milk and- Class fHI

.milk computed pursuant to subpara-
graphs (4) (ii) and (5) (ii) of this para-
graph is less than the total pounds of
butterfat received, computed in accord-
ance with subparagraph (2) of this para-
graph, the butterfat shrinkage on milk
from producers which exceeds 2 percent
of such butterfat shall be divided by 3.8
percent and added to the quantity deter-
mined pursuant to subdivision (1) of this
lsubiiaragraph.

(4) Determine the total pounds Ofi
Class II milk as follows:

(i) Multiply the actual weight of each
of the products of Class II milk by its
average butterfat test;

(ii) Add together the res'ulting
amounts; and

(iII) Divide the result obtained in sub-
division (i) of this subparagraph by 3.8
percent.

(5) Determine the pounds of Class III
milk as follows:

(i) Compute the total pounds of but-
terfat used to produce a product other
than those specified in Class I milk and
Class II milk;

(it). Add together the resulting
amounts; •

(iii) Subtract the total pounds of but-
terfat in Clas§ I milk and Class II milk,
computed pursuant to subparagraphs (3)
(it) and (4) (ii) of this paragraph, and
the total pounds of butterfat computed
pursuant to subdivision (ii) of this sub-
paragraph, from the total pounds of but-
terfat computed pursuant to subpara-
graph (2) of this paragraph, which re-
sulting quantity shall be allowed asplant
shrinkage for the purpose of this para-
graph (but in n0 event shall such plant

shinkage allowance exceed 2 percent of
butterfat In milk received from produc-
ers, plus actual plant shrinkage of but-
terfat received from sources other than
producers and handlers, Including emer-
gency milk) and shall be added to the re-
sult obtained In subdivision (i) of tlhis
subparagraph; and

(Iv) Divide the result obtained In sub-
division (i) of this subparagraph by 3,8
percent.

By the Louisville Milk Distributors
Association:

6. Delete the provisions of § 946.3 (b),
and substitute therefor the following:

(b) Classes of utilization. The classes
of utilization of milk shall be as follows:

(1) 'Class I milk shall be all milk dis-
posed of as milk and/or milk drinks hav-
ing a butterfat content in excess of 1
percent, and all milk not specifically ac-
counted for as Class II milk, Class III
milk, and Class IV milk.

(2) Class II milk shall be all milk dis-
posed of as cream (for consumption as
cream) including any cream product
disposed of in fluid form which contains
less than the minimum butterfat con-
tent required for fluid cream, and all
skimmed milk disposed of as buttermilk
or milk drinks, whether plain or flavored
and not disposed of In Class .

(3) Class III milk shall be all milk,
skim milk, and cream accounted for (i)
as used to produce a product other than
those specified In Class I milk, Class 1I
milk, and Class IV milk, (i1) as actual
plant shrinkage of butterfat in milk re-
ceived from producers, but not to exceed
3 percent of such receipts of butterfat,
and (ill) as actual plant shrinkage of
butterfat in milk, skim milk, and cream
received from sources other than pro-
ducers and handlers, Including emer-
gency milk: Provided, That If milk Is di.
verted by a handler to a plant of another
handler without first having been re-
ceived for purposes of weighing and test-
ing in the diverting handler's plant, the
quantity of butterfat in such milk shall
be included In the butterfat receipts of
the second handler In. computing his
plant shrinkage and shall be excluded
from the butterfat receipts of the divert-
ing handler In the latter's plant shrink-
age computation; And provided further,
That (a) if milk from producers Is util-
ized as milk, skim milk or cream in con-
junction with milk, skim milk, or cream
from sources other than producers or
other handlers, the shrinkage allocated
to the milk from producers shall not ex-
ceed its pro rata share computed on the
basis of producer milk available for Class
III and ungraded receipts, and (b) if
milk from producers is transferred as
milk, skim milk, or cream under support-
ing transfer records satisfactbry to the
market administrator, to a plant of a
handler from which no milk of producers
Is disposed of as fluid milk in the mar-
keting area, the shrinkage on the afore.
said transferred portion shall be com-
puted on a pro rata basis with all milk,
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skim milk, and cream utilized in the
latter plant and added to the shrinkage
on producers' milk handled in the han-
dler's fuid milk plant.

(4) Class IV milk shall be that portion
of the milk used to produce butter by a
handler reporting utilization in Class III.
in excess of 10 percent of such handler's
total receipts during the reporting pe-
riod. No handler shall be permitted in
any delivery period to report an amount'
of milk utilized in Class IV in excess of
an amount equal to 10 percent of said
handler's reported Class I sales for said
delivery Period.

By the Dairy Branch, Production and
Marketing Administration:

7, Amend § 946.3 (c) by adding a sub-
paragraph to read as follows:

(4) Milk, skim milk, and cream trans-
ferred or diverted by a handler from a
plant, described under § 946.1 (e) (1) or
(2), of such handler,° to any other plant
of such handler shall be Class Ir milk:
Provided, That if milk, skim milk, or
cream so transferred or diverted to such
plant from-which milk, skim milk, or
cream is disposed of for human con-
sumption as any product' specified in
paragraph (b) (1) or (b) (2) of this sec-
tion, such milk, skim milk, or cream so
transferred shall be classified on the ba-
sis of its pro rata share of the disposition
of all receipts of milk, skim milk, and
cream from the latter plant.

By the Louisville Milk Distributors
Association:

8. Delete the provisions of § 946.3 (d)
and substitute therefor the following:

(d) Computation of class volumes.
For each delivery period the market ad-
ministrator shall correct for mathemati-
cal and for other obvious errors the re-
port submitted by each handler and
compute from the corrected report the
amount of Class I milk, Class II milk,
and Class IV milk, as follows:

(1) Determine (i) the total pounds of
milk received from producers (including
the handler's own production), and (ii)

0 the total pounds of milk, skim milk, and
other milk products received from other
handlers, received as emergency milk,
and received from other sources, and add
together the resulting amounts.

(2) Determine the total pounds of
butterfat received by multiplying by Its
respective average butterfat test the
milk, skim ngilk, and other milk products
determined under subparagraph (1) of
this paragraph; add together the result-
ing amounts.

(3) Determine the total pounds of
Class I milk as follows:

(i) Convert to quarts the quantity of
milk and skim milk disposed of in the
form of milk, buttermilk and milk
drinks, whether plain or flavored, and
Inultiply by 2.15;

(ii) Multiply the result by the average
butterfat test thereof; then

- (ill) Divide the result obtained by the
average butterfat test of receipts from
producers to obtain total milk pounds.

(iv) If the quantity of butterfat-so
computed when added to the pounds of
butterfat in Class 1E milk, Class III milk,
and Class IV milk computed pursuant to
subparagraphs (4) (if), (5) (i), and
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(6) of this paragraph is less than the
total pounds of butterfat received, com-
puted in accordance with subparagraph
(2) of this paragraph, the butterfat
shrinkage on milk from producers which
exceeds 3 percent of such butterfat shall
be divided by the average test of receipts
from producers and added to the quan-
tity determined pursuant to subdivision
(I) of this subparagraph.

(4) Determine the total pounds of
Class II milk as follows:

(i) Multiply the actual weight of each
of the products of Class II milk by Its
average butterfat test;

(il) Add together the resulting
amounts; and

(ill) Divide the result obtained In sub-
division (il) of this subparagraph by the
average test of receipts from producers.

(5) Determine the pounds of Class III
milk as follows:

(i) Compute the total pounds of but-
terfat used to produce a product other
than those specified in Class I milk,
Class II milk, and Class IV milk;

(i) Add together the resulting
amounts;

(iII) Subtract the total pounds of but-
terfat in Class I milk, Class II milk, and
Class IV milk, computed pursuant to sub-
paragraphs (3) (if), (4) (U), and (6) of
this paragraph, and the total pounds of
butterfat computed pursuant to subdivi-
sion (Ui) of this subparagraph, from the
total pounds of butterfat computed pur-
suant to subparagraph (2) of this para-
graph, which resulting quantity shall be
allowed as plant shrinkage for the pur-
pose of this paragraph (but In no event
shall such plant shrinkage allowance
exceed 3 percent of butterfat In Milk
received from producers, plus actual
plant shrinkage of butterfat received
handlers, Including emergency milk) and
shall be added to the result obtained in
subdivision (if) ofthls subparagraph;
from sources other than producers and
and

(iv) Divide the result obtained in sub-
division (Ill) of this subparagraph by
the average butterfat test of receipts
from producers.

(6) Determine the total pounds of
Class IV milk as follows:

(1) Divide by the average test of re-
ceipts from producers the total pounds
of butterfat manufactured into butter
or sold to a butter manufacturer to de-
termine hundredweight pounds of milk
used for this purpose by each handler,
(i) add together the resulting amounts;
(Ill) determine the total pounds of Class
M milk in excess of 10 percent of the
total pounds of milk received from pro-
ducers (Including the handler's own pro-
duction), received from other handlers,
received as emergency milk and received
from other sources; (iv) determine the
total pounds of milk equal to 10 percent
of each handler's Class I sales; (v) when
the total pounds of milk as determined
in subdivision (U1) of this subparagraph
exceed the total pounds of milk as de-
termined in subdivision (Ill) of this sub-
paragraph such total pounds of milk
shall be considered to be each handler's
Class IV usage provided 'such total
pounds of milk do not exceed the total

pounds of milk as determined i subdi-
vision (iv) of this subpararap:,

9. Delete the provisions of § 946.3 (e).
10. Delete the provisions of § 946.3 (D

and substitute therefor the following:
(f) Allocation of milk classified. Tha

amount remaining in each class after
making the following computations shall
be the amount In such class allocated to
milk received from producers:

(1) Subtract from the total pounds of
milk computed for each class, in series
beginning with the lower priced Class 1I1
milk, the total pounds, except emergency
milk, received from sources other than
producers and handlers;

(2) Subtract from the remaining
pounds of milk computed for each class
the total pounds of emergency milk as-
signed to such class;

(31 Subtract from the remaining
pounds of milk computed for each class
the total pounds received from other
handlers and assigned to such class:
Profided, That If the total pounds to
be subtracted from Class II milk or Class

r jmilk is greater than the remaining
'pounds of milk In such class, the balance
shall be subtracted.from the remaining
pounds of milk In the next higher priced
class.

By the Falls Cities Cooperative Milk
Producers Association:

11. Delete § 946.4 (a) and substitute
the following:

§ 946A Mfnimum price.--(a) Class
prices. Subject to the provisions of par-
agraph (b), (c), (d), and (e) of this see-
tion, each handler shall pay producers, at
the time and in the manner set forth in
§ 946.8, not less than the prices per hun-
dredweight computed as follows by the
market administrator for the respective
quantities of Class I milk, Class II milk,
and Class Er milk, computed pursuant to
§ 946.3 (e) and (f) :

(1) Class I mi&. The price for Class
I mll: shall be the price determined pur-
suant to subparagraph (5) of this para-
graph, plus $1.05.

(2) Class II milk. The price fdr Class
If mill: shall be the price determined
pursuant to subparagraph (5) of this
paragraph, plus $0.50.

(3) Class III milk. Except as set forth
In subparagraph (4) of this paragraph,
the price for Class Er milk shall be the
price resulting from the following com-
putation: determine, on the basis of milk
of 4 percent butterfat content, the aritl-
metic average of the basic, or field prices
per hundredweight reported by, and as-
certained by the market administrator
to have been paid by, the following con-
cerns at the manufacturing plants or
places listed below for ungraded nik
received during the delivery period:

Concern and Location
Krat Chela Co.. aLwrenceburg, Ky.
Armour Creamerle3, Ellzabethtown, Ky.
Armour Creamerlen, Springfield, Ky.
Kraft Checz3 Co., Salem, Ind.
Ewing-Von Allmen Co, Corydon, Ind.
Ew1n.-Voa Allmen Co., Ma."'on. Ind.
Prcducera' Dairy Marketing As-,cclation.

Orleans, Ind.
and subtract an amount computed by
multiplying the average wholesale price
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per pound of 92-score butter in the Chi-
cago market, as reported by the agency
described in paragraph (a) (3) (1) of
this section for the delivery period dur-
ing which the milk was received, by 20
percent: Provided, That if the price so
determined is less than the price com-
puted in accordance with the following-
formula, such formula price shall be
used:

(I) Multiply by 3.8" the average whole-
sale price per pound of 92-score butter
In the Chicago market as reported by the
United States Department of Agriculture
(or by such other Federal agency as may
hereafter be authorized to perform this
price reporting 'function) for the de-
livery period during which such milk
was received;

(ii) Add 20 percent thereof; and
(ii) Add 31A cents per hundredweight

for each full one-half cent that the price
,of nonfat dry milk solids by spray proc-
ess for human consumption is above 51/2
cents per pound. For the purpose of this
formula the price per pound of nonfat
dry milk solids to be used shall be the
average of the carlot prices by spray
process for human consumption, pub,
lished by the agency described in sub-
division (I) of this subparagraph, for
the Chicago market during the delivery
period, Including in such average the
quotations published for any fractional
part of the previous delivery- period
which were not published and available
for the price determination of such milk
solids for the previous delivery period.
In the event the carlot prices for nonfat
dry milk solids by spray process for
human consumption, f. o. b. manufac-
turing plants, are not so published, the
average of the carlot prices for such
milk solids, delivered at Chicago, as pub-
lished by any such agency, shall be used,
and the following shall be used in lieu of
the computation provided under sub-
division (liI) of this subparagraph add
3% cents per hundredweight for each
full one-half cent that the Price of such
nonfat dry milk solids for human con-
sumpt16n delivered at Chicago, is above
6 , cents per pound.

(4) In the case of butter made from
producers' milk received during the de-
livery periods of April, May, and June,
which as milk equivalent is not in ex-
cess of 10 percent of the handler's Class
I milk computed pursuant to § 946.3 (f),
the price shall be that resulting from
thie following computation: Multiply by
3.8 the average wholesale lrice of
92-score butter in the Chicago market, as
reported by the agency described in
subparagraph (3) (1) of this paragraph
for the delivery period, and add 20 per-
cent thereof.

(5) Basic price. The basic price per
hundredweight of milk to be used in
computing the minimum prices for Class
I milk and Class II milk, set forth in sub-
paragraphs (1) and (2) of this para-
graph, shall be the price computed pur-
suant to subparagraph (3) of this para-
graph plus 15 cents or that resulting
from the following formula, whichever
Is the higher: to the average of the basic
(or Ileld) prices reported to have been
paid, or to be paid, for milk for 3.5
percent butterfat content received djr-

Ing the delivery period at the following
places for which prices are reported to
the market administrator by the com-
panies listed below or by the agency
described In subparagraph (3) (1) of
this paragraph:

Companies and Locations
Borden Co., Black Creek, Wis.
Borden Co., Greenville, Wis.
Borden Co., Mt. Plefisarit, Mich.
Borden Co., New London, Wis.
Borden Co., Orfordville, Wis.
Carnation Co., Berlin, Wis.

•Carnation Co., Jefferson, Wis.
Carnation Co., Chilton, Wis.

'Carnation Co., Oconomiowoc, Wis: -
Carnation Co., Richland Center, Wis.
Cirnation Co., Sparta, Mich.
Pet Milk Co., Belleville, Wis.
Pet Milk Co., Coopersville, Mich.
Pet Milk Co., Hudson, Mich.
Pet Milk Co., New Glarus, ,Vis.
Pet Milk Co., Wayland, Mich.
White House Milk Co., Manitowoc, Wis.
White House Milk Co., West Bend, Wis.

Add an amount computed by multiplying
the butterfat differential, determined
pursuant to § 946.8 (f), by 3.

(6) The prices used in determining the
,average manufacturing plant price pur-
suant to subparagraph (3) or (5) pf this
paragraph shall be those quoted for milk
received at the respective plants, without
deductions for hauling or other charges
to be paid by the farm shipper.

12. Delete § 946.4 (b) and substitute
,the following:

(b) Price of Class I milk for relief diS-
tribution. For Class I milk delivered by
a handier to the residence of a relief,
client certified by a recognized relief
agency, charged to such an agency, or
disposed of by a handler under a pro-
gram approved by the Secretary for the
sale or disposition of milk to low-income
consumers, including persons on relief,
such handler shall pay not lbss than the
price for Class I milk minus 55 cents.

13. Delete § 946.4 (c) and substitute
the following: -

(c) Butterfat differential to handlers.
If any handler has received from pro-
ducers milk containing more or less than
3.8 percent -of .butterfat, such handler
shall add or deduct, per hundredweight
of milk, for each onje-tenth of 1 percent
of butterfat above or below 3.8 percent,
an amount computed by the market ad-
ministrator as follows: to the average_
wholesale price per pound of 92-score
butter in the Chicago market, as reported
by ,the agency described in paragraph
(a) (3) (i) of this section for the de-
livery period during which the milk was
received, add 20 percent, and divide the
result by 10.

14. Delete § 946.4 (d) and substitute
therefor the following:

(d) Class volume reconciliation ad-
justment. For the amount of milk in-
volved in any reConciliation of, class

'volumes of milk, pursuant to §-946.3 (e),
the-handler shall be debited or credited,
as the case may be, at the higher Class
I-3 price: Provided, That if such handler

received from producers milk with an
average test of butterfat of 3.8 percent
or less-and disposed of no milk, skim

ailk, or cream as a Class III milk prod-
uct, such debit or cxedit, as the case may
be, shall be made at the Class II price.

By the Louisville Milk Distributors As-
sociation:

15. Delete the provisions of § 046. 4 and
substitute therefor the following:

§ 946.4 Minimum pricps-(a) Class
prices. Subject to the provisions- of
paragraphs (b), (c), (d), and (e) of this
section, each handler shall pay pro-
ducers, at the time and in the manner
set forth In § 946.8, riot less than the
prices per hundredweight computed as
follows by the market administrator for
the respgctive quantities of Class I milk,
Class II milk, Class I milk, and Closs
IV milk 'computed pursuant to § 946,3
(f);

(1) Class I milk. The price for Class I
milk shall be the price determined pur-
suant to subparagraph (5) of this para-
graph, plts $0.90.

(2) Class 11 milk. The price for Class
II milk shall be the price determined pur-
suant to subparagraph (5) of this para-
graph, plus $0.40.

(3) Class III milk. The price for Class
I milk shall be the price resulting from

the following computation: Determine,
on the basis of milk of 4 percent butter-
fat content, the arithmetic average of
the basic, or field, prices per hundred-
weight reported by, and ascer.tained by
the market administrator to have been
paid by, the following concerns at the
manufacturing plants or places listed
below for ungraded milk received during -
the delivery period:

Concern and Location
Kraft Foods Co., Lawrenceb-wug, Ky,
Armour Creameries, Elizabethtown, Ky.
Armour Creameries, Springfield, Ky.
Kraft Foods Co., Salem, Ind.
Ewing Von Allmen Dairy Co., Corydon, Ind.
Ewing Von Allmen Dairy Co., Madison, Ind.
Producers' Dairy, Marketing Association,

Orleans, Ind.
Provided, That If the price so determined
is less than the price computed In ac-
cordance with the Iollowing formula,
such formula price shall be used:

(1) Multiply by 4 the average wholesale
price per pound of 92-score butter in the
Chicago market as reported by the United
States Department of Agriculture (or by
such other Federal agency as may here-
after be authorized ta perform tlWis price
reporting function) for the delivery pe-
riod during which such milk was re-
ceived;

(i) Add 20 percent thereof; and
(Ill) Add 3% cents per hundredweight '

for each full one-hall cent that the price
of nonfat dry milk solids by roller process
for human consumption Is above 56,1
cents per pound. For the purpose of this
formula the price per pound of nonfat
dry milk'solids to- be usqd shall be the
average of the carlot prices by roller
process for hunian consumption, pub-
lished by the agency described In sub-
division (1) of this subparagraph, for the
Chicago market during the delivery pe-
riod, including in such average the quo-
tations published for any fractional part
of the previous delivery period which
were not published and available for the
price determination of such milk solids
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for the previous delivery period. In the
event the carlot prices for nonfat dry
milk solids by roller process for human
consumption, f. o. b. manufacturing
plants, are not so published, the average
of the carlot prices for such milk solids,
delivered at Chicago as published- by
any such agency, shall be used, and the
following shall be used in lieu of the com-
putation provided under subdivision (iii)
of this subparagraph: Add 3 , cents per
hundredweight for each full one-half
cent thai the price of such nonfat dry
)milk solids for human consumption de-
livered at Chicago, is above 7V2.cents per
pound. _ m

(4) Class IV m . The Price for
Class IV milk shall be the price deter-
mined per hundredweight of milk test-
ing 4 percent butterfat by multiplying
the price of 92-score butter (Chicago
market as reported by the United States
Department of Agriculture for the de-
livery period during which said milk was
delivered) by 4 and- adding thereto 20
percent.

16. Delete the provisions of § 946.4 (a)
(5) and substitute therefor the follow-
ing:

(5) Basic price. The basic price of
milk to be used in computing the mini-
mum prices for Class I milk and Class T1
milk shall be an average of the price for
the current delivery period and the pre-
vious delivery period.

17. Delete the provisions of § 946.4 (a)
(6) and substitute therefor the follow-ing: "I

(6) The prices used ip determining
the average manufacturing plant price
pursuant to subparagraph (3) of this
paragraph shall be those quoted for
milk received at the respective plants,
without deductions for hauling or other
charges to be paid by the farm shipper.

18. Amend § 946.4 by deleting para-
graphs (d) and (e), and substituting
therefor the following:

(d) Sales outside marketing area.
The price to be paid by a handler for
Class I milk disposed of outside the mar-
keting area, in lieu of the price other-
wise applicable pursuant to this section,
shall be the price, as ascertained by the
market administrator, which is being
pdid for milk of an equivalent use In the
market where such milk is disposed of:
Provided, That such Class I price as as-
certained by the market administrator
shall be subject to a transportation ad-
justment of l% cents per hundred-
Weight of such milk for every 15 miles or
fraction thereof from the shipping point
where such milk is received from pro-
ducers to the market where such, milk is
utilized as Cless I milk: Provided further,
That puch Class I price, as ascertained
by the market administrator, less the
adjustment for transportation shall not
be lower than the Class I price as set
forth in § 946.4 (a) (1) minus 40 cents.

By the Dairy Branch, Production and
Marketing Administration:

19. Amend § 946.6 by adding a para-
graph (d) to read as follows:
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(d) Milk received at the plant of a
handler, the handling of which the Sec-
reary determines to be subject to the
pricing and payment provisions of any
other Federal milk marketing agreement
or order Issued pursuant to the act for
any fluid milk marketing area shall not
be subject to the pricing and payment
provisions hereof.

By the Louisville Milk DIstributors
Association:

20. Delete the provisions of § 946.7 (a)
and substitute therefor the following:

(a) Computation of value for each
handler. For each delivery period the
market administrator shall compute,
subject to the provisions of § 946.6 (b)
and (c), the value of milk of producers
received by each handler, by multiplying
the quantity In each class by the price
applicable to such clas and by adding
together the resulting class values:
Provided, That with respect to butter
made from producers' milk. but not to
exceed as milk equivalent 10 percent of
such handler's Class I milk computed
pursuant to § 946.3 (M), the applicable
price shall be that computed pursuant to
§ 946.4 (4). If such handler utilizes
milk, skim milk or dream from sources
other than producers or other handlers
In Milk products, the amount of butter
allocated to milk from producers shall
be a pro rata share based upon the re-
spective volumes from each source ut-
lized in milk products.

By the Falls Cities Cooperative Milk
Producers Association:

21. Delete § 946.7 (b) (1) and (2) and
substitute the following:

(b) Computation and announcement
of uniform prices. The market admin-
istrator shall compute and announce the
uniform price per hundredweight of pro-
ducer milk containing 3.8 percent of but-
terfat for each delivery period, as fol-
lows:

(1) Combine into one total the respec-
tive values computed pursuant to para-
graph (a) of this section, for all han-
dlers who made the report prescribed by
§ 946.5 (a) for such delivery period, ex-
cept those in default of payments re-
quired pursuant to § 946.8 (c) for the
preceding delivery period;

(2) Subtract, If the average butterfat
content of all milk received from pro-
ducers is in excess of 3.8 percent, or add,
If such average butterfat content Is less
than 3.8 percent, the total value of the
butterfat differential applicable pursu-
ant to § 946.8 (f).

By the Louisville Milk Distributors As-
soclation:
. 22. Amend § 946.7 (b) by designating
the present subparagraph (3) as (i) and
adding thereto the following subpara-
graph:

(H) Add for each of the delivery pe-
riods of September, October. and Novem-
ber an amount equal to one-third of the
aggregate amount withheld pursuant to
§ 946.7 (b) (3) (1).

By the Loulsville Milk Distributors As-
sociation:

23. Amend § 946.8 (b) by deleting
therefrom the proviso clause as follows:
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"Provided, That payments due any han-
dler shall be off-set by payments due
from such handler."

24. Dalete § 946.8 (d) (2).
By the Fall Cities Cooperative Milk

Producers Associations:
25. DMlete § 946.8 (f) and substitute

therefor the following:

Mf) Butterfat differential. In making
payment to each producer, pursuant to
paragraph (a) of this section, each han-
dler shall add to the uniform price not
less than, or subtract from the uniform
price not more than, as the case may be,
for each one-tenth of I percent of butter-
fat content above or below 3.8 percent in
milk received from such producer, the
amount as shown in the schedule below
for the butter price range in which fals
the average wholesale price per pound of
92-score butter In the Chicago market,
as reported by the agency described in
§ 946.4 (a) (3) (1), for the delivery period
during which such milk was received:

Butterfat
differential

Butter price range (cents): (cents)
17.403 or l e ...... 2
17X0-22.493  2 ,"
22O-27.493 ...... 3
27.50-32A9S,
32.0-37.493 4
37.50-42.49
42.50-47.499 5
47.53-52A9 5%
5250--57.493 6
57.50-.62493 6%
62.5,-67.493 7
G7.50-72.4 3
72.50-77.493 8
77.50-82.499 8il
82.50-87.493 9
87.50-92A93
02M9 and over ....... . 10

By the Louisville Milk Distributors As-
soclation:
26. Amend § 946.10, Expense of admin-

Istratlon, by designating the present par-
agraph as (a) and adding a new para-
graph thereto as follows: -

(b) The funds so collected shall be im-
pressed with a trust under the custody
of the market administrator and shall be
expended in accordance with applicable
provisions of the order and, at least
quarterly, a detailed aqcount of income
nhd disbursements shall be made avail-
able to the regulated handlers.

By the Dairy Branch, Production and
Marketing Administration:

27, Delete § 946.10 and substitute
therefor the following:

§ 946.10 Expense of administration.
As his pro rata share of the expense of
administration hereof, each handler, on.
or before the 15th day after the end 5
each delivery period, shall pay to the
market administrator 2 cents per hun-
dredweight or such lesser amount as the
Secretary may prescribe with respect to
all milk purchased or received by such
handler, during such delivery period,
from producers, including that received
from such handler's own farm produc-
tion, and all milk, skin mil, and cream
received from sources other than pro-
ducers and other handlers during the
delivery period. Each cooperative asso-
clation which is a handler shall pay such
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pro rata share of expense on only that
milk of producers caused to be delivered
by such cooperative association to a plant
from which no" milk is disposed of in the
marketing area.

General proposals by the Louisville,
Milk Distributors Association:

28. Amend the present method of ac-
counting for milk by substituting there-
for in each of the sections, subsections,
and classifications the appropriate lan-
guage to establish for the Louisville iilk
marketing area the "skim-butterfat"
basis of reporting and accounting for
utilization in each class, under such
terms and Conditions as will effectuate
a price to handlers in accordance with
specific prlcb proposals incorporated in
the foregoing proposals of such asso-
ciation.

By the Dairy Branch, Production and
Marketing Administration:.

29. Make such otherchanges as may be
required to make the entire marketing
agreement or order conform with any
amendments thereto which may result
from this hearing.

Copies of this notice of hearing and-
of the tentatively approved marketing
dgreement and order, now in effect, may
be procured from the market adminis-
trator, 1235 Starks Building, Louisville 2,
Kentucky, or from the Hearing Clerk,
Office of the Solicitor, United States De-
partment of Agriculture, Room 0306,
South Building, Washington 25, ,D. C.,
or may be there inspected.

Dated: March 31, 1947.
rsEAL] E. A. MEYER,

Assistant Administrator.
IF. R, Doe. 47-3241; Filed, Apr. 3, 1947;

8:45 a. m.]

[7 CFR, Part 967]
[Docket No. AO-170-A2

HANDLING OF MILK IN LA PORTE-ST. JOSEPH
CoUNTIES, INDIANA, MARKETING AREA

NOTICE OF HEARING ON PROPOSED ABIEND-
ZIENTS TO TENTATIVELY APPROVED MARKET-
ING AGREEMENT-.
Pursuant to the Agricultural Market-

Ing Agreement Act of 1937, as amended
(7 U. S. C., 601 et seq.), and in accordance
with the applicable rules of practice and
procedure, as amended (7 CFR, Cum.
Supp., 900.1 et seq.; 10 F. R. 11791; 11
F. R. 7737, 12 F. R. 1159), notice is hereby
given of a public hearing to be held at the
Oliver Hotel, South Bend, Indiana, begin-
ning at 10:00 a. m., c. s. t., April 28, 1947,
for the purpose of receiving evidence with
respect to proposed amendments to the
tentatively approved marketing agree-.
ment and the order regulating the han-
dling of milk in the St. Joseph County,
Indiana, milk marketing area (8 F. R.
87901. These proposed amendments
have not received the approval of the
Secretary of Agriculture.-

The following amendments have been
proposed:

By the Dairy ,Branch, Production and
Marketing Administration:

1. Delete the provisions of § 967.1 and
substitute therefor the following:

§ 967.1 Definitions. The following
teris -mean:

(a) "Act". means Public Act No. 10,
73d Congress, as amended and as re-
enacted and amended by" the Agricul-
tural Marketing Agreement Act of 1937
as amended (7 U. S. C., 601 et seq.).

(b) "Secretary" means the Secretary
of Agriculture or such other officer or
employee of the United States authorized
to exercise the powers or to perform the
duties of the said Secretary of Agricul-
ture.

(c) "Department of Agriculture"
means the United States Department of
Agriculture.

(d) '"erson" means any Individual,
partnership, corporation, association, or
any other business unit.
•, (e) "Delivery period" means the cal-
endar month or the total portion thereof
during which this order is in effect.

(f) "Cooperative Association" means.
any cooperative association 6f producers
which the Scretary determines, after
application by the association:

(1) To be ciualifled under the pro-
visions of the-act of Congress of Febru-
ary 18, 1922, as amended, known as the
"Capper-Volstead Act"; and

(2) To have full authority in the sale
of milk of Itg members and to be engaged.
inmakng collective sales or marketing
milk or its products for its members.

(g) "St. Joseph-La Porte -County,
Indiana, marketing area," hereinafter
called the "marketing area,' means all
territory within the geographical limits
of St. Joseph County, Indiana, except the

-townships of Olive, Liberty, and Lincoln;
and all territory within the geographical

-imits of La Porte County, Indiana.
(h) "Approved plant" means a milk

plant which is approved by the health
authorities of the municipalities of South
Bend, Mishawaka, La Porte, or Michigan
City, Indiana,-and from which a route
is operated wholly or partially within
thje marketing area.

(i) "Producer" means any person, hav-
ing certification issued by the applicable
health authoriti in the marketing area
to produce milk for disposition within the
inarketing area in the form of fluid milk,
who produces milk which is received at
an approved plant.

(j) "Producer milk" means milk pro--
duced by one or more producers under
the conditions set forth in subdivision
(i) of this subparagraph. ,

(k) "Emergency milk" means milk,
skim milk, or cream received from sources
other than producers or handlers under
an emergency permit to receive such milk,
skim milk, or cream issued by the appro-"
priate health authority.
- (1) "Route" means a delivery (includ-

-Ing at a plant store) of milk or milk
drinks whether plain or flavored, in fluid'
form to a wholesale or retail stop(s)
other than to a milk processing or dis-'
tributing plant(s).

(m) "Handler" means (1) a person
who operates an approved plant, or (2)
a cooperative association with respect to:
(I) Milk caused by it to be delivered from
producers' farms t( a .iant or plants
described in subparagraph (1) of this

paragraph, for which milk such associ-
ation is authorized to receive payment;
or (ii) milk customarily received as pro-
ducer milk at an approved plant which
is diverted by such association on Its
account to the plant of a nonhandler.

• (n) "Nonhandler" means any person
other than a handler who operates a inilk
processing or distributing plant which Is
not an approved plant.

(o) "Producer-handler" means any
person who produces milk, but receives
no milk from other producers and oper-
ates an approved plant.

By the Pure Milk Association:
2. Amend § 967.1 (f) to read:
(f) "Producer" means any person who

under a dairy farm inspection report
issued by the health authorities of either
South Bend or-Mishawdka, Indiana, pro-
duces milk which is received at arn ap-
proved plant: Provided, That upon the
first day of the second month after any
such report is revoked, and continuing
for not thore than three (3) months dur-
ing such revocation any milk which Is
received from such producer shall be
termed degraded milk. After such three
(3) months, milk received from such
producer shall be considered as milk
from other sources,

3. Amend § 967.1 to include:
(k) "Milk from other sources" means

milk, skima milk, or cream received from
sources other than producers or handlers
Without a permit Issued by either of the
health authorities referred to In para-
graph (e) of this section.

By Reliable Dairy Company, Inc.,
Producers Dairy, Inc., City Dairy Com-
pany, Inc., Suabedissen-Wittner Dairy,
Inc., National Milk Company, Inc., Mish-
awaka Farmers Dairy, Inc, Best Ever
Dairy, Inc., Fertile Acres Dairy, Indiana
Dairy Company, Debeck'i Sanitary
Dairy, West, End Dairy, Riverside Dairy
Company, South Bend Pure Milk Com-
pany, Coussens Dairy, and Oak Ridge
Dairy and Creamery, hereinafter re-
ferredto as the Reliable Dairy Company,
Inc. et al.
. A. Delete §-967.1 (c) and substitute

therefor the following:
(C) "St. Joseph County, Indiana, mar-

keting area," hereinafter called the"marketing aiea" means all municipal
corporations and unincorporated terri-
tory with the geographical limits of St,
Joseph County, Indiana, excepting the
townships of Olive, Liberty, and Lincoln,
and all of the territory in'Bertrand and
Niles Townships, Berrien County, Michi-
gan; and Milton Township and Ontwa
Towiship, Cass County, Michigan, ex-
cepting all territory vithlh the corpora-
tion limits of Niles, Michigan.
. 5: Delete § 967.1 (e) and substitute

therefor the following:
(e) "Plant" means any plant which

disposes of milk in the marketing area.

6. Delete § 967.1 (f) and substitute
therefore the following:

(f) "Produter" means any person who
produces milk which is received at a
plant.
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7. Delete § 967.1 j) and substitute
therefor the following:
(Q) "Supplementary milk" means milk,

skim milk, or cream received from
sources other than 'producers or
handlers.

8. Amend § 967.1 by adding a new
paragraph (k) as follows:
(k) "fMilk" means the lacteal secre-

tion obtaified by the milking of one or
more cows, whether in the original or
in any processed form, including cream,
buttermilk, and skim milk intended for
human consumption.

By the Dairy Branch, Production and
MarketHig Administration:

9. Delete the- provisions of § 967,2 and
substitute therefor the-following:

§ 967.2 Market administrator-(a)
Designation. The agency for the ad-
ministration hereof shall be a market
administrator, selected by the Secretary,
who shall be entitled to such compensa-
tion as may be determined by, and shall
be subject to removal at the discretion.
of, the Secretary.

(b) Powers. The market administra-
tor shall have the following powers with
respect to this order:

(1)r To administer its terms and pro-
visions;

(2) To receive, investigate, and re-
port to the Secretary complaints of
violations;

(3) To make rules and regulations to
effectuate its terms and provisions; and

(4) To recommend amendments to
the Secretary.
(c) Duties. The market administra-

tor shall perform all duties necessary
to administer the terms and provisions
of this-order, Including, but not limited
t6, the following:

(1) Within 30 days following the date
on which he enters upon his duties, or
such lesser period as may be prescribed
by the Secretary, execute and deliver to
the Secretary a7 bond, effective as of the
date on which he enters upon such duties
and conditioned upon the faithful per-
formance of such duties, in an amount
and with surety thereon satisfactory to
the Secretary;

(2) Employ and fix the compensation
of such persons as may be necessary to
enable him to administer its terms and
provisions;

(3) Obtain, in an amount' and 'with
surety thereon satisfactory to the Sec-
retary, a bond covering each employee
who handles funds entrusted to the mar-
ket administrator;

(4) Pay, out of the funds provided by
§ 967.9:
(i) The cost of his bond and of the

bonds of his employees,
(ii) His own compensation, and
(iii) All other expenses, except those

incurred under § 967.10, necessarily in-
curred by him in the maintenance and
functioning of his office and ih the per-
formance of his duties;

(5) Keep such books and records as
will clearly reflect the transactions pro-
vided for herein, and, upon request by
the Secretary surrender the same to such
other person as the Secretary may desig-
nate;

FEDERAL REGISTER

(6) Publicly announce, unless other-
wise directed by the Secretary, by posting
In a conspicuous place In his office and
by such other means as he deems appro-
priate, the name of any person who with-
iii 10 days after the day upon which he
is required to perform such acts, has not
made (I) reports pursuant to § 967.3. or
(fl) payments pursuant to §§ 967.8,
967.9. 967.10, or 967.11;

(7) Submit his books and records to
examination by the Secretary and fur-
nish such Information and reports as
may be requested by the Secretary;

(8) Audit all reports and payments
by each handler by Inspection of suclr
handler's records and of the records of
any other handler or person upon whose
utilization the classification of skim
milk and butterfat for such handler de-
pends;

(9) Publicly announce, by posting in
a conspicuous place In his office and by
such other means as he deems appro-
priate, the price determined for each
delivery period as follows:

(I) On or before the 7th day after the
end of such delivery period, the mini-
mum class prices and the butterfat dif-
ferentials for each class pursuant to
§ 967.5; and

(if) On or before the 14th day after
the end of such lelivery period, the uni-
.form price computed pursuant to § 9G7.7
and the butterfat differential computed
pursuant to § 967.8; and

(10) Prepare and disseminate to the
public such statistics and Information as
he deems advisable and as do not reveal
confidential information.
- By the Dairy Branch, Production and
Marketing Administration:

10. Delete the provisions of § 967.3
and substitute therefor the following:

§ 967.3 Reports, records, and facill-
ties-(a) Dclirery period reports of re-
ceipts and utIlization. On or before the
9th day after the end of each delivery pe-
riod each handler, except a producer-
handler, shall report to the market
administrator In the detail and on forms
prescribed by the market administrator:

(1) The quantities of butterfat and
quantities of skim milk contained in (or
used in the production of) all receipts
within such delivery period of (I) pro-
ducer milk, (ii) skim milk and butterfat
in ady form from any other handler,
(Wi) emergency milk, and (iv) other
source milk; and the sources thereof;

(2) The utilization of all receipts re-
quired to be reported under- subpara-
graphs (1) and (2) of this paragraph;
and

(3) Such other Information with re-
spect to all such receipts and utilization
as the market administrator may pre-
scribe.

(b) Other reports. (1) Each pro-
ducer-hander shall make reports to the
market administrator at such time and
in such manner as the market adminis-
trator may prescribe.

(2) On or before the 25th day after the
end of each delivery period each han-
dler shall submit to the market adminis-
trator such handler's producer pay roll
for the preceding delivery period, which
shall show (I) the total pounds of milk
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received from each producer and the
total- pounds of butterfat contained in
such milk, (fl) the amount of payment to
each producer and cooperative associa-
tion, and (ill) the nature and amount of
any deductions and charges involved in
the payments referred to in subdivision
(ii) of this subparagraph.

(c) Records and facilities. Each han- -
dler shall maintain, and make available
to the market administrator or to his
representative during the usual hours of
business, such accounts and records of
his operations and such facilities,?s are
necessary for the market administrator
to verify or to establish the correct data
with respect to (1) the receipts and utill-
Zation, In whatever form, of all skim milk
and butterfat received, including milk
products received and disposed of in the
same form; (2) the weights, samples, and
tests for butterfat and for other content
of all SLIm milk and butterfat handled;
(3) payments to producers and coopera-
tive associations; and (4) the pounds of
skim milk and butterfat contained in or
represented by all milk, skim milk, cream
and each milk product on hand at the
beginning and at the end of each delivery
period.

By the Dairy Branch, Production and
far:etlng Administration:

11. Delete the provisions of § 967.4 and
substitute therefor the following:

§ 967.4 Classiflcation-(a)Skim, mai2
and butterfat to be classified. All skIni
milk and butterfat, in any form, received
within the delivery period by a handler,
in producer milk, in emergency milk, in
other source milk, and from another han-
dier shall be classified by the market
administrator pursuant to the following
provisions of this section.

(b) Classes of utilization. Subject to
the conditions set forth In paragraphs
(d) and (e) of this section, the skim
milk and butterfat described in para-
graph (a) of this section shall be classi-
fled by the market administrator on the
basis of the following classes:

(1) Class I milk Jsall be all skim milk
and butterfat;

(1) Disposed of In the form of milk or
milk drinks, whether plain or flavored,
Including bulk milk disposed of to baker-
ies, hotels, restaurants, and other retail
food establishments;

(U) Not specifically accounted for as
any Item included under subdivision U)
of this subparagraph or as Class II milk,
Class 3lI milk, or Class IV milk

(2) Clas II milk shall be il skim milk
and butterfat used to produce U) cream
or as any mixture of cream and milk or
skim milk (excluding any Item accounted
for under subparagraph (3) U) of this
paragraph) containing not less than 6
p2rcent of butterfat, or (WI) cottage
cheese.
- (3) Class 3UI milk shall be aJ skim

milk and butterfat:
(1) Used to produce frozen cream, ice

cream, cheese (except cottage cheese),
or Ice cream mix; or

(HI) Used to produce a milk product
other than any of those specified in sub-
paragraph (1) (1), (2), or (4) of this
paragraph.

(4) Class IV milk shall be all skim
milk and butterfat:
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(1) Used to produce butter;
(il) In actual plant shrinkage of pro-

ducer milk computed pursuant to para-
graph (c) of this section, but not in ex-
cess of 3 percent thereof; and

(iii) In actual plant shrinkage of
emergency milk and other source milk
computed pursuant to paragraph (c) of
this section.

(c) Shrinkage. The Market admin-
istrator shall determine the shrinkage of
skim milk and butterfat, respectively, in
producer milk and in emergency and
other source milk in the following
manner:

(1) Compute the total shrinkage of
skim milk and butterfat, respectively, for
each handler; and

(2) Prorate the total shrinkage of skim
milk and butterfat, respectively, com-
puted pursuant to subparagraph (1) of
this paragraph between producer milk
and emergency and other source milk
after deducting receipts from other han-
dlers.

(d) Responsibility of handlers and re-
classification of milk. (1) All skim milk
and butterfat shall be Class I milk, un-
less the handler who first receives such
skim milk or butterfat proves to the mar-
ket administrator that 'such skim milk
or butterfat should be classified other-
wise.

(2) Ahy skim milk or butterfat classi-
fied (except that transferred to a pro-
ducer-handler) in one class shall be re-
classified If used or reused by such han-
dler or by another handler in another
class.

(e) Transfers. Skim milk or butterfat
disposed of by a handlee either by trans-
fer or diversion shall be classified:

(1) As. Class I milk if transferred or
diverted In the form of milk or skim milk
and as Class II milk if so disposed of in
the form of cream to another handler
(except a producer-handler) unless utili-
zation in another class is mutually indi-
cated in writing to the market adminis-
trator by both handlers on or before the
9th day after the end of the delivery pe-
riod within which such transaction oc-
curred: Provided, That skim milk or but-
terfat so assigned to a particular class
shall be limited to the amount thereof
remaining in such class in the plant of
the transferee-handler after the subtrac-
tion of plant shrinkage pursuant to para-
graph (g) of this section, and any excess
of such skim milk or butterfat respec-
tively, shall be assigned in series begin-
ning with the next lowest-priced avail-
able utilization;

(2) As Class I milk if transferred or
diverted to a producer-handler in the
form of milk or skim milk and as Class
II milk-if so disposed of in the form of
cream;

(3) As Class I milk if transferred or
diverted in the form of milk and as Class
II milkif , so disposed of in the form of
cream t6 a nonhandler's plant unless,
(I) the handler claims another class on
the basis of utilization mutually indi-
cated in writing to the market adminis-
trator by both the buyer and seller on
or before the 9th day after the end of the
delivery period within which such trans-
action occurred, (i) the buyer maintains
books and records showing the utiliza-

tion of all skim milk and butterfat at his
plant which are made available if re-
quested by the market administrator for
the purpose of verification, (ii) such
buyer's plant had actually used not less
than an equivalent amount of skim milk
and butterfat In the use indicated in such
statement: Provided, That if upon in-
spection of his records such-buyer's plant
had not actually used an equivalent
amount of skim milk.and butterfat in
such indicated use, the remaining pounds
shall be.classifled on the basis of the next
highest-priced available -use in accord-
ance with the classes set forth in para-
graph (b) of this section;

(f) Computation of skim milk and but-
terfat in each class. For each delivery
period, the market administrator shall
correct for mathematical and for other
obvious errors the delivery period -report
submitted by each handler and compute
the total pounds of skim milk and but-
terfat, respectively, in Class I millk, Class
II milk, and Class II milk and Class IV
milk for such handler.

(g) Allocation of skim milk and but-
terfat classified. (1)'The pounds of
skim milk remaining.in each class after
making the following computations shall
be the pounds in such class allocated to
producer milk:

(I) Subtract plant shrinkage of skim
milk pursuant to paragraph (b) (4) (i)
of this section from the total polnds of
skim milk in Class IV milk;

(ii) Subtract from the remaining
pounds of skim milk in. each class the
.skim milk received from other handlers
and assigned pursuant to (e) of this
section;

(iii) Subtracft pro rata from the
pounds of skim milk remaining in each
class after making the deduction pursu-
ant to supdivisions (i) and (it) of this
subparagrapii the pounds of skim milk
in emergency milk;

(iv) Subtract from the remaining
pounds of skim milk in each class in
series beginning with the lowest-priced
available use, the pounds of skim milk
contained in milk other than from pro-
ducers, handlers, and emergency sources;
and

(v) Add to the remaining pounds of
skim milk in Class IV milk the pounds
subtracted pursuant to subdivision (I) of
this subparagraph; or if the remaining
pounds of skim milk in all classes exceed
the pounds of skim milk in producer
milk, subtract such excess from the re-
maining pounds of skim milk in series
beginning -with the lowest-priced avail-
able use.

(2) Allocate classified butterfat to
producer milk according to the method
prescribed in subparagraph (1) of this
paragraph for skim milk.

(3) Determine the weighted average
butterfat test of the remaining Class I
milk, Class II milk, Class III milk, and"
Class IV milk computed pursuant to sub-
paragraphs (1) and (2) of this para-
graph.

By the Pure Milk Association:
12. Amend § 967.4 (b) (1) to read:
(1) Class I milk shall be all milk dis-

posed of in the form of millk, buttermilk
or milk drinks, whether plain or flavored
including bulk milk disposed of to bak-

eries, hotels, restaurants and other re-
tail food establishments, ahd all milk pot
accounted for as Class II, Class III, and
Class IV milk.

13. Delete the provisions of § 967.4 (d)
(7) (ii) and (.11) and substitute there-
for the following:

(ii) Subtract from the lowest class in
which the handler has milk, the total
pounds of milk which were received from
sources other than producers and han-
dlers;
- (iii) Subtract pro rata from the re-

maining pounds of milk in each class the
pounds of emergency milk received;
emergency cream to be deducted pro
rata from Class II, Class III, and Class
IV milk.

By Reliable Dairy Company, Inc., et il:
14. Delete -§ 967.4 (b) (1), (2), and

(3) and substitute therefor the follow-
ing:

(b) Classes of utilization. Subject to
the condition set forth in paragraph (a)
of this section, the classes of utilization

'of milk shall be as follows:
(1)' Class I milk shall be all milk dis-

posed of in the form of milk or milk
drinks, whether plain or flavored, having
a butterfat content of not less than 3.25
percent, and all milk not accounted for
as Class II milk, Class III milk, and
Class IV milk.

(2) Class II milk shall be all milk, the
butterfat from which is disposed of as
sweet or sour cream.

(3) Class II milk shall be all milk,
the butterfat from which is used to pro-
duce a milk product other than one of
those specified In Class II or Class IV
and including frozen cream, ice cream,
'cheese, and ice cream mix, and any milk
sold as fluid milk and cream to bakery,
soup, or candy manufacturing establish-
ments.

15. Amend § 967.4 (13) by adding the
following:

(5) Class V milk shall be all milk in
excess of the actual and complete re-

- quirements of each plant determined as
follows: any plant whenever they shall
notify the Pure Milk Association or the
market administrator not less than 21
hours previous to dispose of all milk
above the actual and complete require-
ments, and said Pure Milk Association or
market acdjinistrator shall fail to ac-
cept delivery of said milk or to dispose 6f
the same and which milk the handler
takes into his plant on account of their
said failure to accept said delivery or to
dispose of said milk.

16. Delete § 967.4 (d) (3) and substi-
tute therefor the following:

(3) Determine the total pounds of milk
in Class I as follows: (i) Convert to
quarts the quantity of milk disposed of in
the form containing not less than 3.25
percent butterfat and multiply by 2.15
and convert to quarts the quantity of
flavored milk drinks containing not less
than 3.25 percent butterfatand Multiply
by'l.935 and add the total thus received,
(it) Multiply the result by Its average
butterfat test, and (ill) If the quantity

,of butterfat so computed when added to
the pounds of butterfat in Class II milk,
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Class MI milk, and Class IV milk, com-
puted pursuaht to subparagraphs (4)
(ii), and 6 (ii) of this paragraph, is less
than the total pounda of butterfat re-
ceived, computed in accordance with
subparagraph (2) of this paragraph, an
amount- equal to the difference shall be
divided by 4 percent and shall be added
to the quantity of milk determined pur-
suant to subdivision (i) of this subpara-

- graph.
. 17. Delete § 967.4 (d) (7) and substi-
tute therefor the. following:

(7) Determine the classification of mil
received from producers as follows:

(i) Subtract from the total pounds of
milk in Class-IV the total pounds of milk
which were received from other handlers;

(ii Subtract pro rata from the re-
maining pounds of milk in each class the
pounds of supplementary milk received;

(iii) Except as set forth in paragraph
(e) of this sedtion, the result shall be
known as the "net pool milk" In each
class.

18. Delete § 967.4 (e) (2) and substi-
tute therefor the following:

(2) If the total utilization of milk in
the various classes for any "handler, as

- computed pursuant to paragraph (d) of
this sectidn, is greater than the receipts
of milk from producers, the market ad-
ministrator shall decrease the total
pounds of milk in Classes IV, I31, If, and
in that order for such handler only to
the ext nt that such handler has milk
In said respective class by an amount
equal to the difference between the re-
ceipts of milk from producers, and the
total- utilization of milk by classes for
such handler, provided that from Class
IV first shall be deducted the allowable
plant shrinkage, which result shall be
known as "net-pool milk" in each class.

By the Dairy Branch, Production and
Marketing Administration:

19. Delete § 967.5 and substitute there-
for the following:

§ 967.5 Minimum prices-(a) Basic
formula price to be used in determining
blass prices. The basic formula price per
hundredweight of milk to be used in de-
termining the class prices provided by
this section shall be the highestnof the
prices per hundridweght for milk of 3.5

.percent butterfat content- determined by
the market administrator pursuant to
subparagraphs (1), (2), or (3) of this
paragraph, computed to the nearest
tenth of a cent.
(1) The average of the basic (or field)

prices per hundredweight reported to
have been paid, or to be paid, for milk
of 3.5 percent butterfat content received
fromfarmers during the delivery period
at the following plants or places for
which prices have been reported to the
market administrator or to the Depart-

-ment of Aiiculture:

Present Operator and Locatiorn
Goshen Milk Condensing Co., Goshen, Ind.
Litchfield Creamery Co., Warsaw, 1nd.
New Paris Creamery Co., New Paris Ind.

Provided, That if one of the above com-
panies fails to report the price for milk
so received, the average of the basic (or

field) prices per hundredweight reported
to have been paid, or to be paid, for mil
of 3.5 percent butterfat content received
from farmers during the delivery period
at the following plants or places for
which prices have been reported to the
market administrator or the Dpartment
of Agriculfure shall be used:

Present Operator and Lrszation
Borden Co., Black Creek, Win.* Bprden Co., Greenville, Wib.
Borden Co., Mt. Plea.ant, Mich.
Borden Co., New Londoni Wi.
Borden Co., Orfordvlle, Wis.
Carnation Co., Berlin, Wis.
Carnation Co., Jeflcrzon, Win.
Carnation Co., Chilton, Win.
Carnation Co., Oconomowoc, WIN.
Carnation Co., Richland, Vin.
Carnation Co., Sparta. Mch.
Pet Millz Co., Belleville. Win.
Pat Milk Co., Cooperaville. Mcb.
Pet Milk Co., Hudson, Mch.
Pet Milk Co., New liaruns, Wis.
Pet Milk Co., Waylnnd. Mich.
White Houce Milk Co., Manltow.c0, Wis.
White Hotse Zilk Co., Wczt Bmnd, 1i.
(2) The price per hundredweight

computed as follows:
(i) Multiply by aix the average daily

wholesale price per pound of 92-score
butter In the Chicago market as reported
by the Department of Agriculture during
the delivery period;

(i) Add an amount equal to 2.4 times
the average Weekly prevailing price per
pound of "Twins" during the delivery
period on the Wisconsin Cheese Ex-
change at' Plymouth, Wisconsin: Pro-
vided, That if the price of "Twins" Is not
quoted on the Wisconsin Cheese Ex-
change the weekly prevailing price per
pound of "Cheddars" shall be used; and

(ii) Divide by seven, add 30 percent
thereof, and then multiply by 3.5.

(3) The price per hundredweight
computed by adding together the values
pursuant to subdivisions U) and (l).of
this subparagraph:

(i) Multiply by 3.5 the average daily
wholesale price per pound of 92-score
butter In the Chicago market, as re-
ported by the Department of Agricul-
ture during the delivery period, add 20
percent; and

(11) Add or subtract 3.5 cents per
hundredweight for each full one-half
cent that the arithmetical average of the
carlot prices per pound for nonfat dry
milk solids (not including that specifl-
cally designated animal feed) spray and
roller process, f. o. b. manufacturing
plants in the Chicago area as published
by the Department of Agriculture during
the delivery period, Is above or below 5.5
cents, except that If such agency does
not publish such prices f. o. b. manu-
facturing plants, there shall be uzed for
the purpose of this computation the
arithmetical average of the carlot price-s,
thereof, delivered at Chicago, I11nols, as
published weekly by such agency during
the delivery period; and in the latter
event the figume "7.5" shall be subSti-
tuted for "5.5" in the above formula.

(b) Class I mnilk prices. Subject to
the provisions of paragraphs (M and (g)
of this section, the minimum price per
hundredweight, on a 3.5 Percent butter-
fat content basis, to be paid by each han-
dler, at his plant, for producer milk re-

ceived and classified as Class I milk, shall
be the basic formula price determined
pursuant to paragraph (a) of this sec-
tion, plus 65 cents.

(c) Class II mffl prices. Subject to
the provisions of paragraphs (f) and
(g) of this section, the minimum price
per hundredweight, on a 3.5 percent but-
terfat content a sis, to be paid by each
handler, at his plant, for producer milk
received and classified as Class 31 milk,
shall be the basic formula price deter-
mined pursuant to paragraph (a)- of this
section, plus 40 cents.

(d) Cl=aZs mil prices. Subject to
the provisions of paragraphs (Wl and (g)
of this section, the minimum price per
hundredweight, on a 3.5 percent butter-
fat conteht bais, to be paid by each han--
dler, at his plant, for producer milk re-
ceived and classified as Class I milk,
shall be the same as the basic formula
price.

(e) Class IV milM prices. Subject to
the provisions of paragraphs (f) and (g)
of this section the minimum price per
hundredweight, on a 3.5 percent butter-
fat content bass, to be paid by each han-
dier, at his plant, for producer milk re-
ceived and classified as Class IV milk,
shall be the price determined pursuant to
paragraph (a) (3) of thLs section.

(f i Butterfat differentials to handler .
If for any handler, the weighted average
butterfat test of his classified producer
milk Is more or less than 3.5 percent,
there shall be added to or subtracted
from, as the case may.be, the price for
such class, for each one-tenth of one per-
cent that such weighted average butter-
fat test is above or below 3.5 percent, a
butterfat differential (computed to the
nearest tenth of a cent) calculated by the
market administrator by multiplying the
average daily wholesale price per -ound
of 92-score butter in the'Chicago market
as reported by the Department of Agri-
culture during the delivery period by the
following factors for each class respec-
tively and divide the result by 10:

Clara r milk-iss.
Cla_ I mlk-125..

,rr 19 milk-.25.
Cl=s IV milk-1.20.
(g) Emergency price provisions.

Whenever the proviions hereof require
the market administrator to use a spa-
cife price (or prices) for milk or any
milk product for the purpose of deter-
mining class prices or for any other pur-
pose, the market administrator shall add
to the specified price the amount of any
subsidy or other similar payment being
made by any Federal agency in connec-
tion with the milk, or product, associated
with the price specified: Provided, That if
for any reason the price specified Is not
reported or published as indicated, the
market administrator shall use the ap-
plicable maximum uniform price estab-
lished by rezulations of any Federal
ngency plus the amount of any subsidy or
other similar payment: Provided further,
That if the specified price is not reported -
or published and there is no applicable
maximum uniform price, or if the speci-
fled price Is not retortedlor published
and the Secretary determines that the
market price Is belorr the applicable max-
imum uniform price, the market admin-
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istrator shall use a price determined by
the Secretary to be equivalent to or com-
parable with the price specified.

By the Pure Milk Association:
20. Amend § 967.5 (a) (1), (2), and

(3) to read: o

(1) Class I milk. The price per hun-
dredweight for Class I milk shall be the
price determined pursuant to 'paragraph
(b) of this section, plus:
For the delivery periods of:

January through April ----------- $0.70
May and June ----------------- 50
July and August ---------------- 70
September through December----- 1. 00

(2) Class II milk. The.price per hun-
dredweight for Class II milk shall be the
price determined pursuant to.paragraph
(b) of this section, plus:
For the delivery periods of:

January through August -------- $0.37
September through December ------. 68

(3) Class III milk. The price per hun-
dredweight for Class MI milk shall 'be
the average as computed by the market
administrator of the prices ascertained
to have been paid for milk of 4 percent
butterfat content received during the
delivery period at:

Goshen Milk Condensing Co., Goshen, Ind.,
Litchfleld Creamery Co., Warsaw, Ind.; and
New Pdrs Creamery Co., New Paris, Ind.;

or the average price as computed by the
market administrator for milk of 4 per-
cefit butterfat content received during
the delivery period at the following
places, i. e., _

Borden Co., Black Creek, Wis.
Borden .Co., Greenville, .Wis.
Borden Co., Mt. Pleasant, Mich.
Borden Co., New L6ndon, Wis.
Borden Co., Orfordville, Wis.
Carnation Co., Beflin, Wis..
Carnation Co., Jefferson, Vis.
Carnation Co., Chilton, Wis.
Carnation Co., Oconomowoc, Wis.
Carnation Co., Richland, Wis.
Carnation Co., Sparta, Mich.
Pet Milk Co., Belleville, Wis.
Pet Milk Co., Coopersville, Mich.
Pet Milk Co., Hudson, Mich.
Pet Milk Co., New Glarus, Wis.
Pet Milk Co., Wayland, Mich.
White House Milk Co., Manitowoc, Wis,
White House Milk Co., West Bend, Wis.

or the price computed under subpara-
graph (4) of this paragraph, whichever
Is the highest.

21. Delete from § 967.5 (a) (4) the
figure "3 1,1" and substitute therefor
"3%"; the figures ""' and substitute
therefor "5"; and the figure "7/2" and
substitute therefor "61."

By Reliable Dairy Company, Inc.,
et al.:

22. Delete § 967.5 (a) (3) and substi-
tute therefor the following:

(3) The price per hundredweight for
Class III milk shall be-the average, as
computed by the markef administrator,
of the basic (or field) prices ascertained
to have been paid for milk of 4 percent
butterfat content~received during the de-
livery period at the following places for
which pricesare reported to the market
administrator by the three listed com-
panies or by the United States Depart-
ment of Agriculture (or by such other
Federal agency as may hereafter be au-

thorized to perform this price reporting
function):

Concern and Location
Goshen Milk Condensing Co., Goshen, Ind.
Litchfleld Creamery Co., Warsaw, Ind.
;Jew Paris Creamery Co., New Paris, Ind.

Provided, That if any one of the above
companies fails to report the price of
milk so received, the price per hundred-
weight" for Class III milk shalf be the av-
erage, as computed by the market ad-
ministrator ascertained to have been

-paid by any -two of the above-named
companies.

23. Amend § 967.5 (a) by adding a new
subparagraph as follows:

(5) Class V milk. The price of Class
V milk shall be. the net price 'actually
received less 20 cents per hundredweight,
as and for a handling charge, f. o. b.-the
handler's plant. --.

24. Delete § 967.5 (b).
25. Delete § 967.5 (d). -
26. Amend § 967.5 by adding a new

paragraph (e) as follows:
(e) Sales outside the mar7ceting area.

The price to be paid by a handler for
milk disposed of outside the marketing
area, in lieu of the price otherwise ap-
plicable pursuant to this section shall be
the-price, as ascertained by the market
administrator, which is being paid for
milk of equivalent use in the market
where such milk is disposed of.

27. Amend § 967.5 by adding a new
paragraph (f) as follows:

(f) Degraded milk. Whenever the
dtfly constituted authorities find that any
producer is not producing the highest
quality milk for sale in accordance with
regulations for the sale of fluid milk in
the marketing area, or any part thereof,
then said producer shall be paid a sum
as herein provided less 20 cents per hun-
dredweight so long as he is not produc-
ing milk in said highest quality.

By the Dairy Branch, Production and
Marketing Administration:

28. Delete the provisions of § 967.6 and
substitute therefor the following:

§967.6 Application of provisions-
(a)- Payment for milk received from
sources determined as other than pro.
ducers or other handlers. If any hand-
ler uses skim milk and butterfat from
sources' other than producers or other
handlers, such handler shall pay pro-
ducers, through the producer settlement

- fund, the difference between the value of
such skim milk and butterfat at the
Class IV priceand the value of such milk
in accordance with its classification ptr-
suant to § 967.4 (g).

(b) Exempt milk. Milk received by a
handler the handling of which the Sec-
retary determines to be subject to the
pricing and payment provisions of any
other Federal milk marketing agreement
or order issued pursuant to the act for
any fluid milk marketing area shall not
be subject to the pricing and payment
provisions of this section.

(c) Diverted milk. Producer milk di-
verted from a handler's plant to a non-
handler's.plant shall be deemed to have

been received by the handler on whose
account such milk was diverted.

(d) Producer-handler. Sections 967.4.
967.5, 967.7, 967.8, 967.9, and 967.10 shall
not apply to a prodticer-handier in his
capacity as a handler.

By the Dairy Branch, Production and
Marketing Administration:

29. Delete the provisions of § 967.7
and substitute therefor the following:

§ 967.7 Determination of uniform
irices-(a) Computation of value of
milk. Subject to the provisions of § 967.0
(a), the value of producer milk received
Ouring each delivery period by each
handler shall be a sum of money com-
puted by the market administrator by
multiplying the pounds of such milk in
each class for the delivery period, by the
applicable class prices, and adding to-
gether the resulting amounts: Provided,
That if a handler, after subtracting
other source milk, emergency milk, and
receipts from other handlers, has dis-
posed of skim milk or butterfat in ex-
cess of the skim milk or butterfat which,
on the basis of his report for the de-
livery period pursuant to § 967.3 (a), has
been credited to producers as having
been received from them, there shall be
added an amount computed by multiply-
ing the pounds in each class as sub-
tracted pursuant to § 967.4 (g) (1) (v)
and (2) by the applicable class prices.

(b) Computation of uniform price.
For each delivery period, the market ad-
ministrator shall compute the "uniform
price" per hundredweight for milk of 3.5
percent butterfat content received from
producers as follows:

(1) Combine into one total the values
computed pursuant to paragraph (a) of
this section for all handlers who made
the reports prescribed by § 967.3; except
those in default of the payments pre-
scribed in § 967.8 (a) for the preceding
delivery period;

(2) Add an amount representing the
cash balance on hand in the producer-
settlement fund, less the total amount
of contingent obligations to handlers
pursuant to § 967.8 (e);

(31 Subtract, if the weighted average
butterfat test of producer milk repre-
sented by the values Included under sub-
paragraph (1) of this paragraph Is
greatei' than 3.5 percent, or add, if such
butterfat test is less than 3.5 percent,
an amount computed by: Multiplying the
amount by which Its weighted average
butterfat test varies from 3.5 percent by
the butterfat differential computed pur-
suant to § 967.8 (b), and multiplying the
resulting figure by the total hundred-
weight of such milk;

(4) Divide- the resulting amount by
the total hundredweight of producer
milk represented by the values included
in subparagraph (1) of this paragraph;
and

(5) Subtract not less than 4 cents nor
more than 5 cents (adjusting tO the near-
est one-tenth cent) from the amount
per hundredweight computed under sub-
paragraph (4) of this paragraph.

(c) Notification of handlers. On or
'btfore .the 15th day after the end of
each delivery period, the market admin-
Istrator shall mail to each handler at his
last known address, a statement showing
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(1) the am~ount and value of his milk in
each class and the totals thereof; (2) the
applicable minimum class prices and uni,-
form prices; (3) the amount due such
handler or the amount to be paid by such
handler, as the case may be, pursuant to
§ 967.8 (d) and (e); and (4) the amount
to be paid by each handler pursuant to
2§ 967.8 (a), 967.9, and 967.10.

By the Pure Milk Association:
30. Amend 2967.7 (b) by adding

thereto:
(5) add 20 cents per hundredweight on

all degraded milk.
By Reliable Dairy Company, Inc., et al.
31. Delete § 967.7 (b) (1) and substi-

tute therefor the following:

(1) Combine into one total the net
pool obligations of all handlers, com-
puted pursuant to paragraph (a) of this
section, who made the reports putsuant
to § 967.3 (a) (1) for such delivery period
and the payments required by § 967.8 (d)
for the delivery period immediately pre-
ceding; subtract for each of the delivery
periods of April, May, June and an
amount representing 25 cents per. hun-
dredweight of milk received frompro-
ducers by the handlers whose milk values
are included in this paragraph.

By the Dairy Branch, Production and
Marketing Administration:

32. Delete § 967.8 and substitute there-
-for the following:

§ 967.8 Payment for milk--(a)Time
and method of final payment. Each
handler shall make payments as follows:

(1) On or before the 19th day after
the end of each delivery period, to each
producer, except producers for whom
payment is received from the handler by
a cooperative association pursuant to
subparagraph (2) of tbis paragraph, at
not less than the uniform price for such
delivery period pursuant to § 967.7 (b)
adjusted by the producer butterfat dif-
ferential pursuant to paragraph (b) of
this section, for all milk received from
such producer during such delivery
period: Provided, That if by such date
such handler has nob received full pay-

* ment for such delivery period pursuant
to paragraph (e) of this section, he may
reduce such payments uniformly per
hundredweight for all producers by an
amount not in excess of the per hundred-
weight reduction in payment from the
market administrator; however, the
handler shall make such balance of pay-
ment to those producers to whom It is
due on or before the date for making
payments pursuant to this paragraph
next following that on which such
balance of payment is received from the
market administrator.

(2) On or before the 16th day aftef
the end of each delivery period, to a co-
operative association with respect to milk
caused to be delivered from producers'
farms to such handler by such assocla- -
tion during such delivery period, not less
than the value of such milk computed
at the minimum class prices provided by
§ 967.5. For the purpose of determining
the classification of milk caused to be so
delivered by a cooperative association to
a handler, such milk shall be ratably ap-
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portioned among the receiving handler's
total Class I milk, Class II milk, Class IMI
milk, and Class IV milk as determined
pursuant to § 967.4 Cs).

(b) Producer butterfat differentiaL In
making payments pursuant to paragraph
(a) (1) of this section there shall be
added to, or, subtracted from, the uni-
form price for milk of 3.5 percent but-
terfat content, for each one-tenth of
one percent of butterfat content in such
producer milk above or below 3.5 percent,
as the case may be, an amount computed
by multiplying the average daily whole-
sale price per pound of 92-score butter
at Chicago. as reported by the Depart-
ment of Agriculture for the delivery pe-
riod. by 120, dividing by 10, and round-
ing to the nearest tenth of a cent.
(c) Producer-settlement fund. The

market administrator shall establish and
maintain a separate fund kiown as the
"producer-settlement fund" Into which
he shall deposit all payments made by
handlers pursuant to paragraph (d) of
this section and out of which he shll
make all payments to handlers pursuant
to paragraph (e) of this Eection.
(d) Payments to the producer-settle-

ment fund. On or before the 17th day
after the end of each delivery period,
each handler shall pay to the market ad-
minstrator the amount by which the
utilization value of producer milk re-
ceived by such handler during such de-
liveify period is greater than the value
of such milk computed at the uniform
price pursuant to § 867.7 C) adjusted by
the butterfat differential provldcd by
paragraph Cc) of this section: Provided,
That with respect to milk for which pay-
meat Is made by a handler to a coopera-
tive association pursuant to paragraph
(a) (2) of this section, the association,
in turn, shall pay to the market admin-
Istrator, on or before the 17th day after
the end of each delivery period, the
amount by which the utilization value of
such milk is greater than Its value com-
puted at the uniform price pursuant to
§ 967.7 CW) adjusted by the butterfat dif-
ferential provided by paragraph (b) of
this section.

(e) Payments out of 4the producer-
settlement fund. On or before the 18th
day after the end of each delivery pe-
riod, the market administrator shall pay
to each handler the amount by which
the utilization value of producer milk
i'eceved by such handler during such
delivery period is less than the value of
such milk computed at the uniform price
pursuant to § 967.7 (b) adjusted by the
butterfat differential provided by para-
graph (b) of this section, lezs any
unpaid obligations of such handler to
the market administrator pursuant to
paragraph d) of this section,-§§ 967.9.
967.10, and 967.11: Provided, That with
respect to milk for which payment is
made by a handler to a cooperative as-
sociatlon pursuant to paragraph (a) (2)
of this section, the market administrator
shall pay, on or before the 18th day
after the end of each delivery period, to
such association the amount by which
the utilization value of such milk is les
than Its value computed at the uniform
price pursuant to § 967.7 (b) adjusted by
the butterfat differential provided by
paragraph (b) of this section: And pro-

tided further, That if the balance in the
producer-settlement fund is insufficient
to make all payments pursuant to this
paragraph, the market administrator
shall reduce uniformly such payments
and shall complete such payments as
soon as the necessary funds are avai-
able.

By the Pure Milk Association:
33. Delete the period at the end of

§ 967.8 (a) and add thereto the follow-
ing: "less 20 cents per hundredweight
on all degraded milk."

ByRellable Dairy Company, Inc., et al:
34. Delete § 967.8 (e) and substitute

therefor the following:

(e) Paymentsout of the producer-set-
tlemert fund. (1) On or before the 18th
day after the end of each delivery period,
the market administrator shall pay to
each handler the pool credit balance
shown on the account rendered pursuant
to paragraph (c) of this section for such
delivery period, less an r unpaid obliga-
tion of the handler. If at such time the
balance in the producer-settlement fund
is insufficient to make all payments pur-
suant to this paragraph, the market ad-
ministrator shall reduce uniformly such
payments, and shall complete such pay-
ments as soon as the necessary funds are
available. No handler who, on the 18th
day after the end of each delivery period,
has not received the balance of the pay-
ment due him from the market adminis-
trator shall be deemed to be In violation
of paragraph (a) of this section if he
reduces his total payments uniformly to
all producers by not more than the
amount of the reduction in payment
from the producer-settlement fund.

(2) On or before the 15th day after
the end of each of the delivery periods of
September, October, and November. the
market administrator shall pay out of
the producer-settlement fund to each
producer an amount computed as fol-
lows: divide 1 of the aggregate amount
held pursuant to § 967.7 (b) (1) by the
hundredweight of producer's milk deliv-
ered during the delivery period involved
(September, October, or November as
above) and apply the renlting amount
per hundredweight to the milk of each
producer for such delivery period.

By the Dairy Branch, Production and
Mar7eting Administration:

35 Delete § 9679 andsubstitute there-
for the folloving:

§ 96.9 Expense of administration.
As his pro rata share of the expense in-
curred pursuant to § 967.2 (c) (4) each
handler shall pay the market administra-
tor, on or before the 17th day after the
end of each delivery period, 4 cents per
hundredweight, or such lesser amount
as the Secretary from time to time may
prescribe with- respect to all milk re-
ceived within the delivery period from
producers (including such handler's own
production) and from sources other than
producers or other handlers.

ByRelable Dairy Company, Inc., et aL:
36. Amend § 967.9 by deleting from

lines 9 and 10 of thL section, the words
"and from his own production!"

By the Dairy Branch, Production and
Marketing Administration:
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37. Delete § 967.10 and substitute
therefor the following:

§ 967.10 Marketing services-(a)
Marketing service deductions. Except as
set forth in paragraph (b) of this sec-
tion, each handler, in making payments
to producers pursuant to § 967.8 (a) (1),
shall make a deduction of 3 cents per
hundredweight of milk, or such lesser
deduction as the Secretary from time to
time may prescribe, with respect to the
following:

(1) All milk received from producers
at a plant not operated by a cooperative
association; and

(2) All milk received at a plant oper-
ated by a cooperative association from
producers who are not, members,of such
association.

Such deductions shall be paid by the
handler to the market administrator on
or before the 17th day after the end of
each delivery period. Such moneys shall
be expended by the market administrator
for verification of weights, samples, and
tests of milk received from such produc-
ers and in providing for market informa-
tion to such producers, such services to
be performed in whole or in part by the
market administrator or by an agent
engaged by and responsible to him.

(b) Marketing service deduction with
respect to members oIor producers mar-
keting through, a cooperative association.
In the case of each producer (1) who is a
member of, or who has given written
authorization for the rendering of mar-
keting services and the taking of deduc-
tion therefor to a cooperative association,
(2) whose milk is received at a plant not
operated by such association, and (3) for
whom the Secretary determines that such
association is performing the services
described in paragraph (a) of this sec-
tion, each handler shall deduct, in lieu of
the deduction specified under paragraph
(a) of this section, from the payments
made pursuant to § 932.8 (a) (1) the
amount per hundredweight on milk au-
thorized by such producer and shall pay
over, on or before the 17th day after the
end of such delivery period, sich deduc-
tion to the association entitled to receive
it under this paragraph.

By Reliable Dairy Conpany, Inc., et al:
38. Amend § 967.10 (a) by inserting

"excepting such, handler's own produc-
tion" at the end of the first sentence of
said section; and by adding the following
words at the end of the second sentence
of said section: "Provided, That Jhe mar-I
ket administrator may make a reasonable
charge for any verification or test of any
handler's own production."

By the Dairy Branch, Production and
Marketing Administration:

39. Delete §§ 967.11 and 967.12 and
substitute therefor the following:

§ 967.11 Adjustments of accounts-
(a) Errors in payments. Whenever audit
by the market administrator of any han-
dler's reports, books, records, or accounts,
discloses errors resulting In moneys due
(1) *the market administrator from such
handler, (2) such handler from the mar-
ket administrator, or (3) any producer
or cooperative association from such
handler, the market administrator shall
promptly notify such handier of any such

amount due; and payment thereof shall
be made on or before the next date for
making payment set forth in the pro-
vision under which such error occurred
following the 5th day after such notice.

(b) Interest on overdue accounts. Any
unpaid obligation of a handier or of
the market administrator pursuant to
§§ 967.8, 967.9, 967.10, or iiaragraph (a)
of this section shall bear interest at the
rate of one-half of one percent per
month, such interest to accrue on the 1st
day .of the calendar month next follow-
ing the due date of such obligation and
on the first day of each calendar month
thereafter until such obligation is paid.

§ 967.12 Effective time. The provi-
sions hereof, or of any amendment here-
to, shall become effective at such time as
the Secretary may declare and shall con-
tinue in force until suspended or termi-
nated.

§ 967.13 'Suspensiqn or termination-
"(a) When suspended or terminated.
The Secretary shall, whenever he finds
that this order, or any provision thereof,
obstructs or does not tend to effectuate
the declared policy of the act, terminate
or suspend the operation of this order or
any such provision thereof.

(b) Continuing obligations. If, upon
the suspension or termination of any or
all provisions of this order, there are any
obligations thereunder the final accrual
or ascertainment of which requires
further acts by any person (including
the market administrator), such further
acts shall be performed notwithstanding
such suspension or termination.

(c) Liquidatio4. Upon the suspension
or termination of the provisions hereof,
except this section, the market adminis-
trator, or such other liquidating agent as
the Secretary may designate, shall, If so
directed by the Secretary, liquidate the
business of the market administrator's
office, dispose of all property in his pos-
session or control, including accounts re-
ceivable, and execute and deliver all
assignments or other instruments neces-
sary or appropriate to effectuate any such
disposition. If a liquidating agent is

%so designated, all assets, books, and rec-
ords of the market administrator shall be
transferred promptly to such liquidating
agent. If, upon such liquidation, the
funds on hand exceed the amounts re-
quired to pay outstanding obligations of
the office of the market administrator
and to pay necessary expenses of liquida-
tion and distribution, such excess shall
be distributed to contributing handlers
and producers in an equitable manner.

§ 967.14 Agents. The Secretary may,
by designation in writing, name any offi-
cer or employe of the United States to
act as his agent or representative in con-
nection with any of the provisions hereof.

§ 967.15 Separability of provisions.
If any provision hereof, or its application
to any person or circumstances, is held
invalid, the applicationof such provision,
and of the remaining provisions hereof,
to other persons or circumstances shall
not be affected thereby.

40. Delete § 967.13.
By Reliable Dairy Company, Inc.,

et al.:

41. Amend § 967.11 by adding a new
paragraph as follows:

(e) Termination for lack of supply.
'Whenever the Pure Milk Association or
the Market Administrator cannot fur-
nish the minimum requirements of milk
required by any plant for a period of 30
days as shown upon the reports to the
market administrator and that during
said 30 days any such plant is required to
purchase supplementary milk then this
order shall automatically terminate.

General proposals by the Dairy Branch,
Production and Marketing Administra-
tion:

42. Make such other changes as may
be required to make the entire tenta-
tively approved marketing agreement
and the marketing order, as amended,
conform with any amendm6nts thereto
which may result from this hearing.

Copies of this notice of hearing and
of the tentatively approved marketing
agreement and order, as amended, now
in effect may be procured from the mar-
ket administrator, 116 South William
Street, South Bend 24, Indiana, or from'
the Hearing Clerk, Room 0306, South
Building, Washington 25, D. C,, or may
be there inspected.

Dated: March 31, 1947.
[SEAL] E. A. MEYER,

Assistant Administrator.

IF. R. Doe. 47-3239; Fled, Apr. 3, 1047;
8:45 a. m.]

SECURITIES AND EXCHANGE
COMMISSION

S [17 CFR, Parts 230, 2391
REGISTRATION AND REGISTRATION

PROCE15URE
NOTICE OF PROPOSED LEGISLATION

Notice is hereby given that the Securi-
ties and Exchange Commission has un-
der consideration a proposal for the re-
vision of the rules comprising Regulation
C pursuant to the Securities Act of 1933,
particularly sections 6, 7, 8, 10 and 19 (a)
thereof. The proposed revision is set
forth below.

Regulation C Is the portion of the gen-
eral rules and regulations under the act
dealing with registration and registra-
tion procedure. The purpose of the
proposed revision Is twofold. First, it
would eliminate a great deal of obsolete
material, and second, it would reorganize
the remaining rules in a manner intended
to facilitate the registration of securi-
ties according to the simplified proce-
dure provided by the Commission's re-
cently revised Form S-1 (17 CFP 239.11,
11 F. R. 177A-732).

Persons desiring to comment on the
proposed revision may obtain copies
thereof from the principal office of the
Commission at the address indicated
below.

All interested persons may submit
data, views and comments In writing to
the Securities and Exchange Commis-
sion at Its principal office, 18th and Lo-
cust Streets, Philadelphia 3, Pennsyl.
vania, on or before April 21, 1947.
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REGULATION C-REGISTRATION

§ 230.400 Application of Regulation
C. The rules contained in §§ 230.400 to
230.492 shall govern every registration of
securities under the act, except that any
provision in a form covering the same
subject matter as any such rule shall be
controlling.

GENERAL REQUIREMENTS

§ 230.401 Requirement as to proper
form. A registration statement shall be
prepared in accordance with the 'form
prescribed therefor by the Commission
as in effect on the date of filing. Any
registration statement shall be deemed
to be filed on the proper form un-
less objection to -the form is made by
the Commission prior to the effective
date of the statement.

§ 230.402 Number of copies; signa-
tures; binding. (a) Three copies of the
complete registration statement, includ-
ing exhibits and all other.papers and
documents filed as a part of the state-
ment, shall be filed with the Commission.
At least the original of every statement
filed with the principal office of the Com-
mission, and at least the original and
one copy of every statement filed with a
regional office pursuant to §230.455 (b)
shall be signed by the persons specified
in section 6 (a) of the act.

(b) Each copy of the registration
statement filed 'with the Commission
shall be bound'in one or more parts,
without stiff covers. The binding shall
be made on t!e left-hand side and in
such manners as to leave the reading
matter legible.

§ 230.403 Requirements as to paper
and forinting. (a) Registration state-
ments shall be filed on good quality, un-
glazed, white paper 8t/ x 13 inches in

- size, insofar as-practicable. However,
tables, charts, maps, and financial state-
ments may be on largir paper if folded
to that size, and the prospectus may be
on smaller paper if the registrant so
desires.

. (b) All papers and documents filed as
a part of a registration statement shall,
insofar as practicable, be printed, mime-
ographed or typewritten. All such ma-
terial shall be clear, easily readable, and
suitable for repeated photocopying.

(c) All printing, mimeographing, typ-
ing or other markings shall be in black
-ink, except that" debits in credit catego-
ries and credits in debit categories may
be set forth in red or black ink, but shall
in all dases be designated in such man-
ner as to. be clearly distinguishable as
such on photocopies.

§ 230.404 Preparation of registration
statement. (a) Notwithstanding any
requirement of the appropriate form to
the -contrary, a copy of the pr6posed
prospectus mdy be filed as a part bf the
registration statement proper in lieu of
furnishing the information in item-and-
answer form. Wherever this procedure
in followed, either pursuant to this sec-
tion or otherwise, the text of the items
of the form are to be omitted from the
registration statement, as well as from
the prospectus, except to the extent pro-
vided in paragraph (b) of this section.
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All instructions to Items of the form and
instructions as to financial statements,
exhibits, or prospectuses are to be
omitted from the registration statement
in all cases.

(b) Where any Items of the form re-
quire information not required to be
included In the prospectus, the text of
such items, together witlr the answers
thereto, and any financial statements not
required to be included in the prospectus
shall be filed with the prospectus under
cover of the facing sheet of the form.as
a part of the registration statement
proper.

(c) Every registration statement shall
include a cross reference sheet shpwing
the location in the prospectus of the
information required to be Included In
the prospectus In response to the Items of
the form. If any Item of the form is
inapplicable, or the answer thereto Is In
the negative and Is omitted from the
prospectus, a statement to that effect
shall be made in the cross reference
sheet, The cross reference sheet Is to be
inserted in the registration statement
immediately following the facingsheet.

§ 230.405 Definitions of terms used in
the forms. Unless the context otherwise
requires, all terms used In the forms for
registration have the same meanings as
in the act and in thb general rules and
regulations. In addition, the following
definitions apply, unless the context
otherwise requires:

Affiliate. An "affiliate" of, or a person
"affiliated" with, a specified person, Is a
person that directly, or Indirectly
through one or more intermediaries,
controls, or is controlled by, or Is under
common. control with, the person speci-
fied.

Amoubt. The term "amount", when
used in regard to securities, means the
principal amount if relating to evidences
of indebtedness, the fiumber of shares If
relating to shares, and the number of
units if relating to any other kind of
security.

Certified. The term "certified", when
used in regard to financial statements,
means certified by an independent pub-
lic or Independent certified public ac-
countant or accountants.

Charter. The term "charter" includes
articles of Incorporation, declarations of
trust, articles of association or partner-
ship,- or any similar Instrument, as
amended, effecting (either with or with-
out filing with any governmental agency)
the organization or creation of ancncor-
porated or unincorporated person.

Commission. The term "Comm1sson"
means the Securities and Exchange Com-
mission.

Control. The term "control" (incud-
Ing the terms "controlling", "controlled
by" and "under common control with")
means the possession, direct or Indirect,
of the power to direct or cause the direc-
tion of the management and policies of a
person, whether through the ownership
of voting securities, by contract, or other-
wise.

Director. The terms "director", "prin-
cipal executive, financial, and accounting
officer", and "trustee", or any other words
indicating the holder of a position or
office, include persons, by whatever titles

designated, whoze duties are those ordi-
narily performed by holders of such po-
sit6ns or offices.

Employee. The term "employee!"
means a person other than a director,
trustee, or officer.

Equity security. The term "equity se-
curity" means any stock or similar se-
curity; or any security convertible, with
or without consideration, into such a se-
curity, or cbrrying any warrant or right
to subscribe to or purchase such a secu-
rity; or any such warrant or right.

Fiscal Year. The term "fisca year"
means the annual accounting period or,
if no.closing date'las been adopted, the
calendar year ending on December 31.

Funded debt. The term "funded debt"
has reference to any Indebtedness having
a maturity at the time of its creation of
more than one year, independent of ac-
celeration.

M orit y-oend subsidiary. Theterm
"majority-owned subsidiary" means a
subsidiary of which securities represent-
Ing In the aggregate more than fifty per-
cent of the voting power are owned di-
rectly by Its parent and/or one or more
of the parent's other majorlty-owned
subsidiaries.

Material. The term "material", when
used to qualify a requirement for the fur-
nishing of Information as to any subject,
limits the Information required to those
matters as to which an average-prudent
Investor ought reasonably to be informed
befoire purchasing the security registered.

Parent. A "parent" of a specified per-
son is an affilfate controlling such person
directly, or indirectly through one or
more intermediaries..

Predecessor. The trm " predecessor"
means a person the major portion of the
business and assets of which another per-
son'acqulred In a single succession, or in
a series of successions in each of which
the acquiring person acquired the major
portion o- the business and assets of the
acquired person.

Principal underwriter. The term
"principal underwriter" means an un-
derwriter in privity of contract with the
Issuer of the securities as to which he is
underwriter, the term "L-uer" having the
meaning given in sections 2 (4) and 2
.11) of the act.
Promoter. The term "promoter" in-

cludes:
(a) Any person who, acting alone or in

conjunction with one or more other per-
sons, directly or indirectly takes initiative
in founding and organizing the business
or enterprise of an Issuer;

(b) Any person who, in connection
with the founding and organizing of the
business or enterprisa of an issuer, di-
rectly or Indirectly receives in consider-
ation of services or property, or both
services and property, 10 percent or more
of any class of securities of the issuer or
10 percent or more of the proceeds from
the sale of any class of securities. How-
ever, a person who receives such securi-
ties or proceeds either solely as under-
writing commissions or solely in consid-
eration of property shall not be deemed a
promoter within the meaning of this
paragraph if such person does not other-
wise take pmrt in founding ana organizing
the enterprise. -
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Registrant. The term "registrant"
means the issuer of, the securities for
which the registration statement is filed.

Share. The term "share" means a
share of stock in a corporation or unit
of interest in an unincorporated person.

Significant subsidiary. , The term "sig-"
nificant subsidiary" means a subsidiary
meeting any one of the following con-
ditions:

(a) The investments in and',advances
to the subsidiary on the part of its par-
ent and the parent's other subsidiaries.
exceed 5 percent of the assets of the
parent as shown by its most recent in-
dividual balance sheet bding filed.

(b) The assets of the subsidiary ex-
ceed 5 percent of (1) the assets of its
parent and the parent's subsidiaries as
shown by the most recent consolidated
balance sheet being filed, or (2) if a
consolidated balance sheet is not being
filed, the assets of the parent ag shown
by its most recent balance sheet being
filed.

(c) The sales and operating r6venues
of the subsidiary exceed 5 percent of (1)
the sales and operating revenues of its
parent and the parent's subsidiaries as
shown by the consolidated profit and loss,
statement being filed for the most recent
fiscal year, or (2) if a consolidated profit
and loss statement is, not being fied, the
sales and operatifig revenues of the par-
ent as shown by its profit and loss state-
ment being filed for the most recent
fiscal year.

(d) The subsidiary Is the parent of
one or more subsidiaries and together
with such subsidiaries would, if consid-
ered in the aggregate, constitute a sig-
nificant subsldiar.

Subsidiary. A "subsidiary" of a spec-
ified person is an affiliate controlled by
such person directly, or indirectly
through one or more intermediaries.
(See also "majority-owned -subsidiary,"
"significant subsidiary," and -"totally-
held subsidiary.")

Succession. The term "succession"
means the direct acquisition of the as-
sets comprising a g oi n g business,
whether by merger, consolidation, pur-
chase, or other direct transfer. The
terms does not include the acquisition of
control of a business unless followed by

. the direct acquisition of its assets. The.
terms "succeed" and "successor" have
meanings correlative to the foregoing.

Totally-held subsidiary. The term
"totally-held subsidiary" means a sub-
sidiary (a) substahtially all of the out-
standing securities of which are owned
by its parent and/or the parent's other
totally-held subsidiaries, and (b) which
does not owe to any person other than
its parent and/or the parent's other
totally-held subsidiaries any debt of an
amount which is material in relation to
the particular subsidiary: Provided,
That the existence of any indebtedness
incurred In the ordinary course of busi-
ness which is not overdue and which
matures within one year from the date
of its creation, whether evidenced by
securities or not, shall not prevent a sub-
s'diary from being deemed a totally-held
subsidiary.

Voting Power. The term "voting
power" means the right, other than as

affected by events of default, to vote or,
by virtue of beneficial ownership of
securities or otherwise, to direct votes
for the election of directors:

§ 230.406 Title of securities. Where-
ever the title ofisecurities is required to
be stated there shall be given such in-
formation as will indicate the type and
general character of the securities, in-
cluding the following:

(a) In the case of stiares, the par or
stated value, if any; the rate of dividends,
if fixed, and whether cumulative or non-
cumulative; the .preference, if any; and
if convertible, a statement to that effect.

(b) In the case of 'funded debt, the
rate of interest; the date of maturity,
or if the issue matures serially, a brief
indicgdtlon of the serial. maturities, such
as "maturing serially from 1950 to 1960";
if the payment of prinpipal or Interest is
contingent, ari appropriate indication of
such contingency; the priority of the
issue; and if convertible, a statement to
that effe*.

(c) In the case of any other kind of
securlty; appropriate information of
comparable character.

§ 230.407 Interpretation of require-
ments. Unless the context clearly shows
otherwise:

(a) The forms and instructions re-
quire information only as to the' regis-
trant.

(b) Whenever any fixed period of time
In the past is indicated, such period shall
be computed from the date of filing the
registration statement, as determined by
sections 6 (c) and 8 (a) of the act and
the Tules and regulations thereunder.

(c) Whenever words relate to the fu-
ture, they have reference solely to pres-
ent intention.

§ 230.408 'Additional information.
-The information required by the rules
and the appropriate form to be included
in a registration statement shall be fur-
nished as a minimum requirement to
which there shall be added any further
material Information necessary to make
the required statements, in the light of
the circumstances under which they are
made, not misleading.

§ 230.409 IDiformation unknown or
not reasonably available. Information
required need be given only insofar as
It is known or-reasonably available to the
registrant. If any required information
is unknown and not reasonably available
to the registrant, either because the ob-
taining thereof would inv6lve unreason-
able effort or expense, or because it rests
peculiarly within the knowledge of an-
other person not affiliated with the regis-
trant; the information may be omitted,
subject to the following conditions:

(a) The registrant shall give such in-
formation on the subject as it possesses
,or can acquire without unreasonable ef-
fort or expense, together with the sources
thereof, and may include a disclaimer
of responsibility for the accuracy or com-
pleteness thereof.

(b) The registrant shall -include a
statement either showing that unrea-
sonable effort or expense wouldbe in-
volved or indicating the absence of any

-affiliation with the person within whose

knowledge the information rests and
stating the result of a request made to
such person for the Information.

§ 230.410 Disclaimer of control. If
the existence of control Is open to rea-
sonable doubt In any Instance, the regis-
trant may disclaim the existence of coft-
trol and any admission thereof; In such
case, however, the registrant shall state
the material facts pertinent to the possi-
ble existence of control.
, § 230.411 Incorporation of flnancial

statemdents 'by reference. Subject to
§ 230.448 any financial statement or part
thereof previously or concurrently filed
with any office of the Commission pur-
suant to any Act administered by the
Commission may be incorporated by ref-
erence in any registration statement filed
with any office of the Commission, if It
substantially conforms to the require-
ments of the appropriate form and is not
required to be included In the prospec-
tus.

§ 230.412 Registration of additional
securities. The registration of addi-
tional securities of the same class as
other securities for which a registration
statement is already In effect shall be
effected through a separate registration
statement relating to the additional se-
curities.

FORMI AND COUTENT OF PROSPECTUSES

§ 230.420 Legibility of prospectuses.
The body of all printed prospectuses
other than newspaper prospectuses shall

_be in type at least as legibre as ten point
leaded type.

§ 230.421 Presentation of information
in prospectuses. (a) The information
required In a prospectus need not follow
the order of the items or other require-
ments In the form. Such information
shall not, however, be set forth in such
fashion as to obscure any of the required
information or anly Information neces-
sary to keep the required Information
from being incomplete or misleading.

-Where an item requires information to
be given in a prospectus In tabular form
it shall be given in substantially the
tabular form specified In the item.

(b) All information contained in a
prospectus shall be set forth under appro-
priate captions or headings reasonably
indicative of the subject matter set forth
thereunder. Except as to financial state-
ments and other tabular data, all Infor-
mation set forth In a prospectus shall be
divided into reasonably short paragraphs
or sections.

(c) Every prospectus shall Include in
the forepart thereof a reasonably de-
tailed table of contents showing the sub-
Ject matter of the'various sections or
subdivisions of the prospectus and the
page number on which each such section
or subdivision begins.

(d) 'All information required to be in-
cluded in a prospecttis shall be clearly
understandable without the necessity of
referring to the particular form or to the
general rules and regulations. Except
as to financial statements and Informa-
tion required in tabular form, the Infor-
mation set forth in a prospectus may be
expressed In condensed or summarized
form. Financial statements included In
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a prospectus are to be set forth in com-
parative form if practicable, and shall
include the notes thereto and the ac-
countants' certificate.

§ 230.422 Summaries or outlines of
ddcuments. Where a summary or out-
line-of the provisions of any document is
required, only a brief statement shall be
made, ih succinct and condensed form, as
to the most important provisions of the
document. In addition to such state-
ment, the summary or outline may, sub-
ject; to § 230.448, incorporate by reference"
particuTar items, sections, or paragraphs
of any exhibit and may be qualified in its
entirety by such reference. Matter con-
tained in an exhibit may be incorporated
by reference in-a prospectus only to the
extent permitted by this section.

§ 230.423 Date of prospectuses. Each
prospectus used upon the commence-
ment of the public offering-of registered
securities shall be dated as of the -effec-
tive date of the registration statement.
Each revised, amended or supplemented
prospectus used thereafter shall bear the
approximate date of its issuance, in ad-
dition to the date required-by the pre-
ceding sentence.

§ 230.424 Filing of Prospectuses;
number of copies. (a) In addition to
the three copies of the prospectus in-
cluded in the body of the registration
statement proper, five copies of the
prospectus proposed to be used upon'the
commencement of thepublic offering of
a security shall be filed with the regis-
tration statement at the time the state-
ment is filed. A copy of the cross

-reference sheet required by § 230.404
(c) shall be bound with or attached to
each copy of the prospectus so filed.

(b) Within five days after the com-
mencement of the public offering, twenty
copies of each form of prospectus used
in connection with such offering shall be
filed, in the exact form used, with the
office of the Commission with which the
registration statement was filed.

(c) No prospectus which purports to
comply with section 10 of the act and
which varies -from any form of pros-
pectus filed pursuant to paragraph (b)
of this ection shall be used until twenty
copies thereof shall have been filed with
the office of the Commission with which
the registration statement was filed.

(d) Every prospectus Consisting of a
radio broadcast shall be reduced to writ-
ing. At least five days before the pros-
pectus is l5roadedst or otherwise issued
to .the public, five copies thereof shall
be filed with the office of the Commission
with which the registration statement
was fled.
-§ 230.425' Statement required in aE

prospectuses. There shall be placed on
the front page of every prospectus, in
conspicuous print, the following three
paragraphs, with the first and third par-
agraphs in~capital letters:
,These securities have not 1'een approved or

disapproved by the Securities and Exchange
Commission.Commisson-- (insert name of issuer) has
regiLstered the securities by fUng certain In-
formation with the Commission. The Com-
mission does not pass upon the merits of

- any securities registered with it.
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It is a criminal cifrenie to rcpr e t thaft
the CommiLslon ",- approved thwe cecuri-
ties or ba, made any findineg that the Etat-
ments In this prospectus or in the rc3"tstra-
tion statement are correct.

§ 230.426 Statement as to stabllirng.
In any case in which the registrant or
any of the underwriters mows or has
reasonable grounds to believe that It Is
intended to stabilize the price of any
security to facilitate the offering of the
registered security, there shall be placed
on the first or second page of every pros-
pectus the following statement In capital
letters:

To facilitate the offering, it Is Intended to
stabilize the price(s) of

(Title of rcecuritis)
on
(Name each cxchange. If none. omit thls line.)

This statement in not an r-urance that
the price(s) of th~cabove recuritles will 1:3
stabilized or that the stabilizing, if com-
menced, may not be dicontinued at any
time.

§ 230.427 Contents of pro p"ev.zes
.used after thirteen months. Information

contained in a registration statement
may be omitted from a prospectus used
more than 13 months after the effective
date of the registration statement Inso-
far as information on the same subjects
but as of a date not more than 12 months
prior to the use of the prospectus Is con-
tained therein. No amendment of the
registration statement need be made In
connection'with the substitution of In-
formation pursuant to this section, but
20 copies of the prospectus proposed to
be used shall be filed with the Comml-
sion pursuant to § 230.424 (c).

§ 230.428 Invitations for competitive
bids. Any Information or documents
contained in a registration statement
may be omitted from any newspaper ad-
vertisement which is only an invita-
tion for competitive bids for the regis-
tered securities: Provided, (a) The terms
of the bidding require that each bid shall
be a firm bid for the purchase of the
entire amount of such securities; and (b)
the advertisement states that prior to the
acceptance of any bid, the bidder will be
furnished a copy of the official pros-
pectus. In such case, no other require-
ments of the Commission with respect
to newspaper prospectuses need be com-
plied with. Such adveftlsement shall not
be deemed a prospectus meeting the re-
quirements of section 10 for the purpose
of section 2 (10) (a) or 5 (b) (2) of the
act.

§ 230.429 Prospcctus for employces'
savings, profit sharing or pcnsion, plans.
(a) Any prospectus for shares of stock
of an Issuer in which funds of a savings,
profit sharing or pension plan for em-
ployees of the Issuer are to be invested
need contain only the information

- specified below If the prospectus Is sent
or given only to employees of the Issuer
who have previously received a prospec-
tus for registered Interests or participa-
tions In the plan and for registered
shares of stock of the Issuer and who
have become members of the plan prior
to receipt of the prospectus prepared In
accordance with this section:
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(1) Such Information (other than
financial statements) in regard to the
plan and the administration thereof and
In regard to.the Issuer of the underlying
stock and Its subsidiaries as may be
necessary to brhn; up to date the corre-
sponding Information furnished to mem-
bers of the plan in previous prospectuses.

(2) Financial statements of the plan
corresponding to those included in pre-
vious prospectuses for each fiscal year
after the last fiscal year for which finan-
cial statements of the plan vwere fur-
nished to members of the plan in pre-
vious prospectuses.

(3) Financial statements of the issuer
of the underlying stock and its subsidi-
aries corresponding to those included in
previous prospetuses for each fiscal year
after the Lst fiscal year for which finan-
cial statements of the Issuer and its sub-
sidiaries were furnished to. members of
the plan In previous prospectuses.

(b) The financial statements specified
In paragraph (a) of this section may be
omitted from any prospectus used in the
manner specified in that p ragraph if:

(1) The fiscal year of the issuer of the
underlying stock has ,ended within
ninety days prior to the date when it is-
desired to distribute the prospectus to
members of the plan.

(2) The prospectus contains, or is ac-
companied by, financial statements
(which need not be certified) substan-
tially meeting the requirements of para-
graph (a) of this section.

(3) Within 120 days after the close of
the fiscal year the financial statements
omitted from the prospectus pursuant to
this paragraph are made conveniently
available to all members of the plan at
their respective places'of employment.

(4) There is set forth in conspicuous
print on the first page of the prospectus
a statement as to the manner In which
and the approximate date on Which the
financial statements will be made avail-
able to members of the plan pursuant to
subparagraph (3) of this paragraph.

V,w11= COSZENTS
§ 230.435 Consents of experts. (a)

All consents of experts filed with the
registration statement pursuant to sec-
tion 7 of the act shall be dated and shall
be signed manually. All such consents.
except those contained in the reports of
experts, shall be attached after the sig-
nature page of the registration state-
ment. Following the consents so at-
tached, there shall be listed the names of
all e-perts whose consents are contained
in their reports and not attached after
the signature page. After each name so
listed a reference shall be mada to the
report containing the espert's consent.

(b) If any portion of the report of an
expert is quoted or summariz2d in the
reglstration statement or in a prospzctus
the written consent of the expert shall
clearly Identify the portion or portions
of the report so quoted or summarized.
and shall expressly state that the expert
con-ents to such quotation or summa-
rization.

(c) If It is stated that any information
contained in the reistition statement
has been reviewed or passed upon by any
persons and that such information is set
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forth in the registration statement upon
the authoritY of or in reliance upon such
persois as experts, the written consents
of such persons shall "be filed with the
registration statement..

§ 230.436 Application to dispense with
consent. An application to the Commis-
sion to dispense with any written consent
of an expert pursuant to section 7 of the
act shall be made by the registrant and
shall be supported by an affidavit or affi-'
davits establishing that the obtaining of
such consent is impracticable or involves
undue hardship on the registrant. ' Such
application shall be filed and consent of
the Commission shall be obtained prior
to the effective date of the registration.
statement.

§ 230.437 Consents of persons about
to become directors. If any person who
has not signed the registration state-
ment is named therein as about to be-
come a director, the written consent of
such person shall be filed with the regis-
tration statement. Any such consent,
however, may be omitted if there is fied
with the registration statement b, state-
ment by the registrant, supported by an
affidavit or affidavits, setting forth the
reasons for such. omission and estab-
lishing that the obtaining of such con-
sent Is impracticable or involves undue
hardship on the registrant. All consents
filed pursuant to this section shall be
dated, shall be signed manually, -and
shall be attached after the signature
page of the registration statement and
Immediately following consents of ex-
perts and lists of consents, if any, filed
purshuant to § 230.435.

§ 230.438 Consent to use of material
incorporated by reerence. If the act dr
the rules and regulations of ihe Commis-
sion require the filing of written consent
to the use of any material in connection
with the registration stittement, such
consent shall be filed with the registra-
tion statement even though the material
Is Incorporated therein by reference.

EXFIBITS

§ 230.445 Additional exhibits. Th6
registrant may file such exhibits as it
may desire, in addition to those required
by the appropriate form. Such exhibits
shall be so marked as to indicate clearly
the subject matters to which they refer.

§ 230.446 Omission of substantially
identical documents. In-any case where
two or more indentures, contracts, fran-
chises, patents, or other documents re-
quired to be filed as exhibits are sub-
stantially Identical, in all material re-
spects except as to the parties thereto,
the dates of execution, or other details,
the registrant need file a copy of only
one of such documents, with a schedule
Identifying the other documents omitted
and setting forth the material details in
which such documents" differ from the
document of which a copy is filed: Pro-
vided, however, That the Commission
may at any time in its discretion require
the filing of copies of any documents so
omitted.

j 230.447.. Incorporation of exhibits by
reference. (a) Any document or part
thereof previously or concurrently filed
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with any office of the Commission pursu-
ant to any act- administered by the Com-
mission may be incorporated by reference

- as an exhibit to any registration state-
ment filed with any office- of the Com-
mission.

(b) If any modification has occurred.
in the text of any document incorporated
by reference since the filing thereof, the
registrant shall file with the reference a
statement containing the text of any such
modification and the date- thereof.

(c) If the number of" copies of any
document previously or concurrently
filed is less than- the number required to
be filed with the registration statement
which incorporates such document as an
exhibit, the registrant shall file with the
registration statement as many addi-

.tional copies of the document-as may be
necessary to meet the requirements of
strch statement.

§ 230.448 Form of, and limitation
upon, incorporation by reference. (a)
Material incorporated by reference shall
be clearly identified in the reference. An
express statement that the specified mat-
ter is incorporated by reference shall be
made at the particular place in the state-
ment where the information is required.

(b) Notwithstanding any particular
provisions permitting incorporation by
reference, the Commission may refuse to
permit such incorporation in any case
in which in its judgment such incorpo-
ration would render the statement in-
complete, unclear or confusing.

- FILING, FEES, EFFECTIVE DATE

§ 230.455 Place of filing. (a) -Except

as provided in paragraph (b) of this sec-
tion, all registration statements shall be
filed with the Commission at its princl-
pal office.

(b) If the principal executive offices
of the registrant, or of a principal un-
derwriter of the securities being regis-
tered, are located in the State of Cali-
fornia, Nevada, Arizona Oregon, Wash-
ingtol, Idaho, or Monana, or in the
Territory of Hawaii, the- registration
statement may be filed with the regional
office of the Commission in the Bank of
America Building, 625 Market Street,
San Francisco, Calif. However, the pro-
visions of this paragraph shall not ap-
ply to registrants which are subject to
the provisions of the Public Utility Hold-
ing Company -Act of 1935 or the Invest-
ment Company Act of 1940.

§ 230.456 Date of filing. The date on
which any papers are actually received
in the proper office of.-the Commission
pursuant to § 230.455 shall be the date
of filing thereof,, if all the requirements
of the act and the rules with respect to
such filing have been complied with and
the required fee paid. Th& failure to pay
an insignificant amount of the required
fee at the time- of filing, as the result
of a bona fide error, shall not lie deemed

- to affect the date of filing.
§ 230A57 Computation of fee. (a) At

the tfme of filing a registration state-
ment, the registrant shall pay to the
Commission a fee of one one-hundredth
of 1 percent of the maximunm aggregate
price at which the securities are pro-

posed to be offered, but In no case shall
such fee be less than $25.

(b) Where securities are to be offered
- at prices computed upon the basis of

fluctuating market prices, the registra-
tion fee Is to be calculated upon the basis
of the price atowhich units of securities
of the same class were or would have been
sold on a specified date within fifteen days
prior to the filing of the registration
statement.,

(c) Where securities are to be offered
at varying lirices based upon fluctuating
values of underlying assets, the registra-
tion fee is to be calculated upon the basis
of the market value of such assets as of
a date within fifteen days prior to the
date of filing, In accordance with the
method to be used In calculating the daily
offering price.

(d) Where securities are to be offered
to existing security holders and the por-
tion, if any, not takeh by such security
holders Is to be reoffered to the general
public, the registration fee Is to be cal-
culated upon the basis of the offering
price to such security holders or the re-
offering price to the general public,
whichever Is higher. '

(e) Where securities are to, be offered
In exchange foi.other securities the reg-
istration fee is to be calculated upon
whichever one of the following basis Is
applicable:

(1) The market value of the securities
to be received by the registrant in ex-
change as established by bona fide trans-
actions as of a date within fifteen days
prior to the date of filing.

(2) If there be no market value thus
established, the book value of the se-
curities to be received by the registrant
in exchange shall be used unless the
Issuer of the securities to be received in
exchange is in bankruptcy or receiver-
ship, in which case one third of the

-principal amount, par value or stated
value of the securities to be received In
exchange shall be used.

However, where other securities of the
same class as those to be offered In ex-
change are to be offered for cash, the
maximum aggregate price shall be cal-
culated upon the basis of the cash off er-
ing price or the basis specified above,
whichever is higher. For the purposes
of this paragraph, securities offered di-
rectly or indirectly In exchange for cer-
tificates of deposit shall be deemed to be
offered in exchange for the securities
represented by the certificates of deposit.

§-230.458 Payment of fee. All pay-
ments of feps shall be made In cash, or
by United States postal money order or
certified check payable to the Securities
and Exchange Commission, omitting the
name or title of any official of the Com-
mission.

§ 230.459 Calculation of effective
date. The effective date of registration
statements under section 8 (a) of the act

.shall be calculated as follows:
(a) Saturdays, Sundays and holidays

s hall be counted In computing the effec-
tive date.

(b) In the case- of statements which
become effective pursuant to section 8
(a) on the twentieth day after the fil-
ing thereof, the twentieth day shall be
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deemed to begin at the expiration of
nineteen periods, of twenty-four hours
each, from 5:30 p. m. eastern time at the
principal office on the date of filing.

§ 230.460 Supplementary statement
of actual offering price. Within ten days
after registered securities are initially
offered to the-public, the registrant shall
file with the office of the Commission
with which the registration statement
was filed, a statement setting forth the
actual price at which, and the date on
which, the securities were so offered. If
such price differs from the proposed
price set forth in the registration state-
ment, a brief explanation of such differ-
ence shall be made. Where the securi-
ties are to be offered first to existng'se-
curity holders and then to the general
public, a statement as required by this
Section shall be filed with respect to each
of such offerings.

AMENDMENTS AND VITHDRAWALS

§230.470 Formal requirements for
amendments. Amendments to the reg-
istration statement shall be filed under
cover of the facing sheet of the appro-
priate form, and shall conform to all
pertinent sections applicable to original
registration statements. Amendments
shall be numbered consecutively, in the
order in which fled-with the Commission.

§ 230.471 Signatures to amendments.
Except as provided in § 230.478, every
amendment to-a registration statement
shall be signed by the persons specified
in section 6 (a) of the act. At least the
original of every amendment filed with
the princip61 office of the Commission,
and at least the original and one copy. of
every amendment filed with a regional
office, shall be signed.

§ 230A72 Filing of amendments;
numiber of copies. Except as provided
in § 230.473, three copies of every
amendment to the registration state-
ment shall be filed. Where the amend-
ment relates to the prospectus there
shall be filed, in addition, five copies of
the amended prospectus and five copies
of the amended cross reference sheet re-
quired by § 230A04 (c). Amendments
shall be filed with the office of the Com-
mission with which the registration
statement was filed.
I § 230.473 Telegraphic d e layin g

amendments. An dmendment altering
the proposed date of the public offering
may be made by telegram. Each such
telegraphic amendment shall be con-

- firmed within' a~reasonable time by the
filing of three copies, one of which shall
be signed. Such confirmation shall not
be-deemed an amendment.

§230.474 Date ofI filing of amend-
inents. The date on which amendments
are actually received in the office of the
Commissioi with which the registration
statement was filed shall be the date of
fling thereof, if all of the requirements
of the act and the rules with respect to
such filing have been complied with.

§ 230.475 Amendment filed with. con-
sent of Commission. A registrant de-
siring the Commission's consent to the
filing of an amendment with the effect
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provided in section 8 (a) of the act may
apply for such consent at or before the
time of filing the amendment. The ap-
plication shall be signed and shall state
fully the grounds upon which made.
The Commisslon's consent shall be
deemed to have been given and the
amendment shall be treated as part of
the registration statement upon the
entry of an order to that effect.

§ 230.476 Amendment fled pursuant
to order of Commission. An amendment
made prior to the effective date of the
registration statement shall be deemed
to have been made pursuant to an order
of the Commission within the meaning
of sectdon 8 (a) of the act so as to be
treated as part of the registration state-
ment only when the Commission shall
after the filing of such amendment find
that It has been filed pursuant to Its
order.

§ 230A77 Withdrawal o1 registration
statement or amendment. Any registra-
tion statement or any amendment there-
to may be withdrawn upon application
if the Commission, finding such with-
drawal consistent with the public in-
terest and the protection of Investors,
consents thereto. The application for
such consent shall be signed and shall
state fully the grounds upon which made.
The fee paid upon the filing of-the regis-
tration statement wll.not be returned to
the registrait. The papers comprising
the registration statement or amend-
ment thereto shall not be removed from
the files of the Commission but shall be
plainly marked with the date of the giv-
ing of such consent, and in the following
manner: "Withdrawn upon the request
of the registrant, the Commission con-
senting thereto."

§ 230.478 Powers of agent for service
to amend or withdraw registration state-
ment. Every registrant and all persons
signing the registration statement, by
naming an agent for service in the
registration statement, shall be deemed,
in the absence of a statement to the
contrary, to confer upon such agent the
following powers:

(a) A power to amend the registration
statement by altering the date of the
proposed offering of the securities for
which the registration statement is filed.

(b) A power to amend the registration
statement by filing any written consent
of an expert required by section 7 of the
act to be filed with the registration state-
ment.

(c) A power to make application pur-
suant to § 230.475 for the Commidon's
consent to the filing of an amendment.
(d) A power to withdraw the registra-

tion statement or any amendment
thereto.
(e) A power to consent to the entry of

an order under section 8 (b) of the act,
waiving notice and hearing, such order
being entered without prejudice to the
right of the registrant thereafter to have
the order vacated upon a showing to the
Commlssion that the registration state-
ment~jas amended is no longer incomplete
or inaccurate on Its face In any material
respect.

NONDISCLO oU' Or CO.TM.CT PROVIONS

§ 230.485 Contracts in general. Public
disclosure will not be made of the pro-
visions of any material contract or por-
tion thereof If the Commission deter-
mines that such disclosure would Impair
the value of the contract and is not neces-
sary for the protection of investors. In
any case where the registrant desires the
Commission to make such a determina-
tion, the procedure set forth below shall
be followed:

(a) The registrant shall omit from the
registration statement as originally fied
the portion of the contract which'it de-
sires to keep undisclosed, or, if the regis-
trant desires to keep the entire contract
undisclosed, any copy of the contract.

(b) The registrant shall file with the
registration statement, but not bound as
part thereof. (1) three copies of the con-
tract or portion thereof which it desires
to keep undisclosed, clearly marked
"Confidential", and (2) an application
fo= an order making the above described
determination. Such application shall
set forth the considerations relied upon
for obtaining such order. Pending the
granting or denial by the Commission of
the applica lon, the terms and existence
of the contract or portion thereof will be
kept undisclosed.

(c) If the Commission determines that
the application shall be granted, an order
to that effect will be entered. Prior to
any determination denying the applica-
tion, confirmed telegraphic notice of an
opportunity for hearing, at a specified
time within 10 days after the dispatch of
such notice, will be sent to the agent for
service. After such hearing, an order
granting or denying the application will
be entered.

(d) If the Commission denies the ap-
plication, confirmed telegraphic notice of
the order of denial will be sent tb the
age'ht for service. In: such case, within
10 days after the dispatch of such notice,
the registrant shall have the right to
withdraw the registration statement in
accordance -:Wth the terms of § 230A77,
but without the necessity of stating any
grounds for the withdrawal or of obtain-
ing the further assent of the Commis-
son. In the event of such withdrawal,
the contract or portion thereof filed con-
fidentially will be returned to the regis-
trant.

(e) If the registration statement is
not withdrawn pursuant to paragraph
(d) of this section, the contract or por-
tion thereof filed confidentially will be
fnade available for public inspection as
part of the registration statement, and
the registrant shall amend-the registra-
tion statement to include all information
required to be set forth in regard to
such contract or portion thereof.

§ 230.486 Contracts affecting the -na-
tional defense. (a) Notwithstanding
any requirement of the form used for reg-
istration, the reglstran=need not file as
an exhibit to the registration statement
a copy of any contract as to which all the
following conditions are satisfied:

(1) A copy of the contract I- on file
with an executive department of the
United States or with the United States
Maritime CommLson.
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(2) The registrant has been notified
In writing that the executive department
or the United States Maritime Commis-
sion, as the case may be, has administra-
tively determined that the subject of such
contract relates to and affects the na-
tional defense and that disclosure thereof
would be contrary to the public interest.

(b) Tl~e registrant shall file as an ex-
hibit to the registration statement, in lieu
of the copy of the contract omitted pur-
suant to paragraph (a) of this section,
a copy of each notification received from
the executive department or the United
States Maritime Commission with respect
to the filing of copies of the contract or
of information as to its terms. ,

(c) Notwithstanding any requirement
of the form used for registration, the
registrant need not furnish any infor-
mation as to-any terms of the contract
relating directly or Indirectly to any of
the following subjects as to which the
registrant has been notified in writing
that the executive department or the
United States Maritime Commission
with which a copy of the contract is on
file has administratively determined that
such subjects relate to and affect the
national defense and that disclosure
thereof would be contraryo the public
Interest:

(1) Quantity of equipment or mate-
rials to be constructed or supplied.

(2) Designations of type, descriptions,
specifications, deliveries, test, or guar-
antees of performance with respect to
such equipment or materials.

(3) Nature and ,extent of experi-
mental facilities, services, or Informa-
tion to be furnished.

(d) Public disclosure will not be-made
of the contents of any notification filed
pursuant to paragraph (b) of this sec-
tion, or of any portion of the informa-
tion as to the terms of the contract re-
quired to be furnished notwithstanding
the provisions of paragraph (c) of this
section, If the Securities and Exchange
Commission determines that such dis-
closure would Impair thp value of the
contract and is not necessary for the
protection of investors. In any case
where the registrant desires the Com-
mission to make such a determination,
the procedure set forth In § 230.485 shall
be followed, except that there shall be
filed in lieu of the three copies of the
contract or portion thereof required by
paragraph (b) (1) of § 230.485, three
copies of the notification and three
copies of the information as to the terms

PROPOSED RULE MAKING

of the contract which the registrant de-
sires to keep undisclosed, all clearly
marked "Confidential').
REGISTRATION BY FOREIGN GOVERNMENTS OR

POLITICAL SUBDIVISIONS YEREOP
§ 230.490 Information to be furnished

under paragraph (3) of Schedule B. Any
Issuer filing a registration statement pur-
suant to Schedule B of the act need not
furnish the detailed information specified
in paragraph (3) as to-itsues of outstand-
ing funded debt the aggregate amount of
which outstanding is less than 5 percent
of the total funded debt outstanding and
to be created by the security to be of-
fered: Provided, That the. amount
thereof is included in the statement of
the total amount of funded debt,out-
standing: And provided further, That a
statement is made as to the title, amount
outstanding, rate of interest, and date of'
maturity of each such Issue.

§ 230.491 Information to be furnished
under paragraph (6) of Schedule B. Any
foreign government filing a registration
statement pursuant to Schedule B of the
act need state, in furnishing the informa-
tion required by paragraph (6), the
names and addresses only of principal
underwriters, namely, underwriters in
privity of contract with the registrant:
Provided, That they are designated as
principai underwriters: And provided
further, That a brief statement is made
as to the discounts and. commissions to
be received by subunderwriters or dealers.
I § 230.492 Omissions from prospec-
tuses. In the case of a security for which
a registration statement conforming to
Schedule B is in effect, the following in-
formation, contained in the registration
statement, may be omitted from any
prospectus: Information in answer to
paragraph (3) of the schedule with re-
spect to the amortization and retirement
provisions for debt -not being registered,
and with respect tothe provisions for the
substitution of security for such debt;
information In answer to paragraph
(11); the copy of any agreement or
agreements required by paragraph (13);
the agreement required by paragraph
(14); all Information, whether contained
in the registration statement Itself or in
any exhibit thereto, not, xequired by
Schedule B.

PROPOSED AMENDMENTS TO FoaMs
Certain rules which specify the items

of information required to be included In

prospectuses are to be transferred from
Regulation C to the respective forms to
which they relate. The texts of the pro-
posed amendments necessary to effect
this 'transfer are as follows:

I. Form C-1 (see § 239.3, 11 F. R. 177A-
731) is to be amended by Inserting im-
mediately after the "Rule as to the Use
of Form C-i" the following:

Omissions from the Prospectus. The
Information required by the following
items may be omitted from the prospec-
tus: Items 4, 5, 7, 8, 9, 10, 18, 19, 33, 34,
37, 44, 45, 57, 58, 59, 61, 63, 70, '1 and '75.

The following exhibits may also be
omitted from the prospectus: Exhibits A,
B, C, E, F, 0, U, I, J, X, L, M, N and R.
Exhibit Q may be condensed.

II. Form D-1 (see § 239.6, 11 F. R.
1'77A-'731) Is to be amended by Inserting
immediately preceding "Part I" thereof
the following:

Omissions from the Prospectus. The
following Information and documents
may be omitted from the prospectus:
In Part I, Items 4, 18, 39, and all exhibits
except financial statements filed In com-
pliance with Items 14 and 15; In Part II,
Item 44 and all exhibits.

III. Form D-1A (see § 239.7. 11 F. R.
1'77A-732) is to be amended by Inserting
immediately after the General Instruc-
tions thereof the following:

Omissions from the Prospectus. The
following information and documents
may be omitted from the prospectus:
"All exhibits and all information con-
tained In schedules, on condition that
copies of each of the schedules attached
to the registration statement are In-
cluded.

IV. Form F-1 (see § 239.9, 11 F. R.
1'77A7.'732) Is to be amended by adding
at the end of the "Instructions as to pre-
paring Form F-i" the following:

Omissions from the prospectus. The
following information and documents
may be omitted from the prospectus:
Items 3, 26, 27 and all exhibits.

By the Commission.

[SEAL] ORVAL L. DuBois,
Secretary.

MAlCH 27, 1947.
[F. n. Doc. 47-3219; Filed, Apr. 3, 1047;

8:45 a. in.]

NOTICES

DEPARTMENT OF JUSTICE
Office of Alien Property

AuToRrry: 40 Statf. 411, 55 Stat. 839, Pub.
Laws 322, 671, 79th Cong., 60 Stat. 50, 925;
50 U. S. C. and. Supp. App. 1, 616; E. 0. 9193,
July 6, 1942, 3 CFR, Cum. Supp., E. 0. 9567,
June 8, 1945, 3 CFR, 1945 Supp., E. 0. 9788,
Oct. 14, 1946, 11 P. R. 11981.

[Vesting Order 8488]
EisuKE ONO

In re: Bank account owned by and
debt owing to Esuke Ono, also known
as E. One. F-39-331-A-1, F-39-331-
E-1.

Under the authority of the Trading
with the EnemyAct, as amended, Execu-

tive Order 9193, as amended, and Execu-
tiye Order 9788, and pursuant to law,
after Investigation, It Is hereby found:

1. That Eisuke One, also known as
E. Ono, whose last known address Is
Japan, Is a resident of Japan And a
national of a designated enemy country
(Japan);
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2 That the property described as fol-
lows:

a. That certain deb. or other obliga-
tion owing to Eisuke Ono, also known
as E. Ono, by The National City Bank
of New York, 55 Wall Street, New York,
New York, arising out of a Compound
Interest Account, Account Number AN-
13128, entitled E. Ono, maintained at the
branch office of the aforesaid bank
located at 257 Broadway, New York 7,
New York, and any and all rights to
demand, enforce and collect the same,
and

b. That certain debt or other obliga-
tion owing to Eisuke Ono, also knofvn as
E. Ono, by Hunt, Hill & Betts, 120 Broad-
way, New York 5, N. Y., in the amount of
$288.65, as of December 31, 1945, together
with any and all accruals thereto, and
any and all rights to demand, enforce
and collect the same,
is property within the United States
owned or controlled by, payable or de-
liverable to, held on behalf of or on ac-
count of, or owing to, or which is evi-
dence of ownership or control by, the
aforesaid national of a designated
enemy country (Japan);
and it is hereby determined:

3. That to the extent that the person
named in subparagraph 1 hereof is not
within a designated enemy country, the
national interest of the United States
requires that such person be treated as a
naional of a designated enemy country
(Japan).

All determinations and all action re-
quired by law, including appropriate
consultation and certification, having
been -made and taken, and, it being
deemed necessary in the 31ational
interest,

There is hereby vested in the Attorney
General of the United States the Iprop-
erty described above, to be held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States.

The terms "national" and "designated
enemy country" as used herdin shall have
the meanings prescribed in section 10 of
Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 20, 1947.

For the Attorney General.
[SEAL] DONALD C. COOK,

=Director.

iF. R. Doc. 47-3204; Filed, Apr. 2, 1947;
8:46 a. m.]

[Vesting Order 8489]

R. SASAKI
In re: Bank account owned by R. Sa-

saki also known as Ryoso Sasaki. F--39-
2559-E-L

Under the authority of the Trading
with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, it is hereby found:

1. That R. Sasaki also known as Ryoso
Sasaki, whose last known address is Ja-
pan, is a resident of Japan and a national
of a designated enemy country (Japan);

No. 67----8

2. That the property descrlbed as fol-
lows: That certain debt or other obliga-
tion owing to R. Sasaki also 4mown as
Ryoso Sasaok, by The National City Bank
of New York, 55 Wall Street, New York,
New York, arising out of a Checking Ac-
count, entitled n. Sasaki, and any and
all rights to demand, enforce and collect
the same,
is property within the United States
owned or controlled by, payable or de-
liverable to, held on behalf of or on ac-
count of, or owing to, or which is evidence
of ownership or control by, the aforesaid
national of a designated enemy country
(Japan) ;
and it is hereby determined:

3. That to the extent that the person
named In subparagraph 1 hereof is not
within a designated enemy country, the
national Interest of the United States re-
quires that such person be treated as a
national of a designated enemy country
(Jpan);

All determinations and all action re-
quired by law, including appropriate
consultation and certification, having
been made and taken, and it being
deemed necessary in the national
Interest,

There is hereby vested In the Attorney
General of the United States the prop-
erty described above, to b held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States.

The terms "national" and "desgnated
enemy country" as used herein "hal have
the meanings prescribed in section 10 of
Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 20, 1947.

For the Attorney General.
[SAL] DOIALD C. COOK,

Dircctor.
IF. R. Doc. 47-3205; Filed. Apr. 2, 1947;

8:46 a. m.]

[Mting Order 8.30)
S.Uo & Co.

In re: Debt owing to Sanko & Co.
F-39-825-C-2.

Under the authority of the Trading
with the Enemy Act, as amended. Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, It is hereby found:

1. That Sanko & Co., the last knoun
address of which is Tokyo, Japan, Is a
corporation, partnership, association or
other business organization, organized
under the laws of Japan, and which has
or, since the effective date of Executive
Order 8389. as amended, has had its
principal place of business in Japan and
is a national of a designated enemy
country (Japan); I
1 2. That the property described as fol-

lows: That certain debt or other obli-
gation owing to Sanko & Co., by Dodge
& Seymour, Ltd., 53 Park Place, New York
7, New York, in the amount of $393.19,
as of December 31, 1945, together with
any and all accruals thereto, and any
and all rights to demand, enforce and
collect the same.

is property within the United States
owned or controlled by, payable or de-
liverable to, held on behalf of or on ac-
count of, or owing to, or which is evi-
dence of ownership or control by, the
aforesaid national of a designated
enemy country (Japan);
and It s hereby determined:

3. That to the extent that the person
named in subparagraph 1 hereof is not
within a designated enemy country, the
national interest of the United States
requires that such person be treated as a
national of a designated enemy country
(Japan).. -

All determinations and all action re-
quired by law, including appropriate
consultation and certication, having
been made and taken, and It being
deemed necessary in the national
nterest,

There is hereby vested in the Attorney
General of the United States the prop-
erty described above, to be held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States.
The terms "national" and "designated

en jny country" as used herein shailhave
the meanings prescribed in section 10 of
Executive Order 9193, as amended.

Execute&at Washington, D. C., on
March 20, 1947.

For the Attorney General
(sEAL] DoALD C. COOK.

Director.
IF. n. Dar. 47-3206; FIed, Apr. 2, 1947;

8:46 . in]

tVettng Order 8491]
HEDWIcH ScHURLM711

In re: Bank account owned by Hed-
wich Schurmann also known as Hedwig
Schurmann and Hedwig Schuermann.
F-28-12197-E-1.

Under the authority of the Trading
with the Enemy Act, as amended, Exec-
utive Order 9193, as amended, and Exec-
utive Order 9788, and pursuant to law.
after investigation, It Is hereby found:
1. That Hedwich Schurmann, also

known as Hedwig Schurmann and Hed-
wig Schuermann, whose last known ad-
dress Is Germany, Is a resident of Ger-
many and a national of a.designated
enemy country (Germany);

2. That the property described as fol-
lows: That certain debt or other obllga-
tion of The Northern Trust Company, 50
South LaSalle Street, Chicago, Illinois,
arising out of a checking account, en-
titled Cloldt, George W, Trustee Under
Trust Agreement Dated Oct. 3, 1935,
Known as Wachsman, and any and all
righW to demand, enforce and collect
the same,
is property within the United States
owned or controlled by, payable or deliv-
erable to, held on behalf of or on account
of, or owing to, or which is evidence of
ownership or control by, Hedwich Schur-
mann, also knownas Hedwig Schurmann
and Hedwig Schuermann, the aforesaid
national of a designated enemy country
(Germany);
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and it is hereby determined:
3. That to the extent that the person

named in subparagraph 1 hereof is not
Within a designated enemy countrythe
national interest of the United States re-
quires that such person be treated as a
national of a designated enemy country
,(Germany).

All determinations and all action re-
quired by law, including appropriate
consultation and certificatloji, having
been made and taken, and it being
deemed necessary in the national
Interest,

There is hereby vested in the Attorney
General of the United States the prop-
erty described above, to be held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of tle United States.

The terms "national" and '!designated
enemy country" as used herein shall have
the meanings prescribed in section 10 of
Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 20, 1947.

For the Attorney General.
[SEAL] DONALD C. CooK,

Director.
IV. R. Doc. 47-3207; Filed, Apr. 2, 1947;

8:46 a.m.] .

[Vesting Order 84971

KOSAKU WATANABE
In re: Bank account owned by Kosaku

,Watanabe.
Under the authority of the Trading

with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, it is hereby found:

1. That Kosaku Watanabe, whose last
known address is Japan, is'a resident of
'Japan and a national of 'a designated
enemy country (Japan);

2. That the property described as fol-
lows: That certain debt or other dbliga-
tion owing to Kosaku Watanabe, by The
Chase National Bank of the City of New
,York, 18 Pine Street, New York, New
tYork, arising out of an inactive dollar
checking account, entitled K. (Kosaku)
,vatanabe, and any and all rights to de-
miand, enforce and collect the same,
Is property within the United States
owned or controlled by, payable or deliv-
erable to, held on behalf of or on ac-
count of, or owing to, or which is evi-
dence of. ownership or control by, the
aforesaid national of a designated enemy
country (Japan);
and it is hereby determined:
3. That to the extent that the 'Per-

son named in subparagraph 1 hereof is
not within a designated enemy country,
the national interest of the United States
requires that such person be treated as
a national-of a designated enemy coun-
try (Japan)-

All determinations and all action re-
quired by law, including appropriate
consultation and certication, having
been made and taken, and it being
deemed necessary in the national
Interest,

There Is hereby vested in the Attorney
General of the United States the prop-
erty described albove, to be held, used,
.administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States.

The terms "national" and "designated
enemy country" as used herein shall have
the meanings prescribed in section 10 of
Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 20, 1947.

For the Attorney General.
[SEAL] DONALD C. COOK,

oDirector.
[F. R. Doc. 47-3208; Filed, Apr. 2, 1947;

3:46 a. m.]

[Vesting Order '7445, Amdt.I

DR. RICHARD NUNNINGHOFF
In re: Debt owing th and stocks and

bonds owned by Dr. Richard Nunning-.
hoff.

Vesting Order 7445, dated August 15,
1946, is herepy amended as follows and
not otherwise:

By deleting clause (c) from subpara-
graph 2 of said Vesting Order 7445. and
substituting therefor the following:

c. . Those certain bonds described in
Exhibit A, attached hereto and by refer-
ence made a part hereof, presently in
the custody of Hallgarten & Co., 44 Wall
Street, New York 5, New York, together
with any and all rights thereunder and
thereto,

All other provisions of said Vesting
Order 7445 and all actions taken by or on
behalf of the Alien Property Custodian
or the Attorney General of the United
States in reliance thereon, pursuant
thereto and under the authority thereof
are hereby ratified.

Executed at Washington, D. C., on
March 27, 1947.

For the Attorney General.

S[sEAL] DONALD C. CooK,
Director.

F. R. Doc. 47-3209; Filed, Apr. 2, 1947 _
8:46 a. _.]

[Vesting Order 8402]

Kxz YASHUEARA AND JAMXS KUROZI
In re: Debts owing to Kel Yasuhara,

also known as K. Yasuhara, and James
Kuromi, also known as James Isao
Kuromi. D-39-664-E-1, F-39-5557-E--1.

Under the authority of the Trading
with the Enemy Act, as amended, Execu-
"tive Order 9193, as amended, and Execu-
-tive Order 9788, and purusant to law,
after investigation, it shereby found:

1. That Kei Yasuhara, also known as
K. Yasuhara, and James Kuromi, also.
known as James Isao Kuromi, each of
whose last known address is Japan, are
residents of Japan and nationals of a
designated enemy country (Japan);

2. That the property described as fol-
-lows:

a. That certain debt or other obliga-
tion owing to Kel Yasuhara, also known
as K. Yasuhara, by the Superintendent
of Banks of the State of California and
Liquidator of The Yokohama Specie
Bank, Ltd., Los Angeles Office, c/o State
Banking Department, 111 Sutter Street,
San Francisco, California, In the amount
of $1,387.19, as of December 31, 1945,
arising out of a commercial checking ac-
count entitled K. Yasuhara (Kel Yasu-
hara), together with any and all accruals
tliereto, and any and all rights to de-
mand, enforce and collect the same, and

b. That certain debt or other obliga-
tion owing to James Kuroml, also known
as James Isao Kuroml, by the Superln-
tendent of Banks of the State of Cali-
fornia and Liquidator of The Yokohama
,Specie Bank, Ltd., Los Angeles Office,
c/o State-Banking Department, 111 Sut-
ter Street, San Francisco, California, in
the amount of $1,011.28, as of December
31, 1945, arising out of Fixed Deposit
Certificate Number 69509, together with
any and all accruals thereto, and any and
all rights to demand, enforce and collect
the same,
is property within the United States
owned or controlled by, payable or de-
liverable to, held on behalf of or on ac-
count -of, or owing to, or which is
evidence of ownership or control by, the
aforesaid nationals of. a designated en-
emy countfy (Japan);
and It Is hereby determined:

3. That to the extent that the persons
named In subparagraph 1 hereof arc
not within a designated enemy country,
the national interest of'the United States
requires that such persons be treated as
nationals of a designateq enemy country
(Japan).

All determinations and all action re-
quired by law, Including appropriate
consultation and certification, having
been made and taken, and, it being
deemed necessary in the national
Interest,

There Is hereby vested in the Attorney
General of the United States the prop-
erty described above, to be held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States.

The terms "national" anil "designated
enemy country" as used herein shnll
have the meanings prescribed In section
10 of Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 6, 1947.

For the Attorney General,
[sEAL] DONALD C. Cooc,

Director.
[F. R. Doe: 47-3243; Filed, Apr. 3, 1047,

8:46 a. m.]

[Vesting Order CE 3741

COSTS AND EXPENSES INCURRlED IN CERTAIN
AcTIoNs OR PROCEEDINGS IN CERTAIN

'CALIFORNIA COURTS
Under the authority of the Trading

with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, It having been found:
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1. That each of the persons named in
Column 1 of Exhibit A, attached hereto
and by reference made a part hereof, was
a person within the designated enemy
country or the enemy-occupied territory
identified in Column 2 of said Exhibit A
opposite such person's name;

2. That it was in the interest of the
United States to take measures -in con-
nectidn with representing each of said
persons in the court or administratiVe
action or proceeding identified in
Column 3 of said Exhibit A opposite such
perso's name, and such measures hav-
ing been taken;
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3. That, in taking such measures In
each of such actions or proceedings.,
costs and expenses have been incurred in
the amount stated in Column 4 of zaid
Exhibit A opposite the action or proceed-
ing identified in Column 3 of sad Exhibit
A;

Now, therefore, there is hereby vested
in the Attorney General of the United
States, to be used or otherwise dealt
with in the interest of and for the bene-
fit of the United States, Interests in the
property which said persons obtain or
are determined to have as a result of said
actions or proceedings in amounts equal

to the ums stated in Column 4 of said
Exhibit A.

The term "designated enemy country"
as used herein shall have the meaning
pre-cribed In section 10 of Executive
Order 9193, as amended. The term "ene-
my-occupied territory" as used herein
shal have the meaning prescribed in

ules of Procedure, Office of Alien Prop-
erty. § 501.6 (8 CFR, Cum. Supp., 503.6).

Executed at Washington, D. C., on
March 31, 1947.

For the Attorney General.
[sEML] MrI.=L C. Cools,

Director.

E XMMT A

Column I Cohmn 2 Co.3= 3 Column 4

Name Country or trritory Acifm .: Itn -J Sum vested

I I I L

Sarah Oliverio_ ----------------------------------- Italy ----.------------... EAtt &I Pul OlMrui, d .xI. I ti 9vrfor Court of tin State of Call-

Am;unta Olierio ...................... ----.............. do .....................

Maria Rosa O liverro ------------------------------ do ..................

Maria Oliverioe ...................--- ................. do ..................

Agostino Vallarino -------------------.-.-.-............-- o ......................

G iovanni V allarino . .................................. do . .................

Gerolamo Vallarino -------------------------------...... do -------------------

Giuseppina Vallarino ........................

Mariam Pelegrielli ----------------- - ......... .do .............

Luigi Pelegrinelli_ -..-.--------------....... --. ........ do---.: .............. I

limra

l- 4
S:tne ........

In tt axt ~utfh tta

Calfrtu, in zA, fLr tL2 cily a.! county otfa l 'runso;No. t.S&.
lIen 6

Item 7

lIen 8

Iem 9

E-tato of C& ,,j PJft-xr=r11! C czn. In tL2 Surcrfr Court of ta3 StatO of
Cnatirn3, In =d f-r tM_ county of h2ly6 ; No. 2M

lItM 1)

unisippe renegn u -- ------------ --- '-Ip e e ....................... ........ --------------- ......... 7 1

Brother, name unlmown, of Carlo
deceased.

Paganuml, do ................... E tte of Caeo PorrauusI, du=czs', In tin Sticrf:r Court of tin Stfo cf
Calhfrna, In =nd ftr In city and ounty of Sn Framco; No. XI-.

I ----- lI n 13

Alberto Veglio ---------------------.....- do ................... Efiatocf CCx.'n Walt:, . c= n'l, t tin surL: C urt of thi Sta!e of CaMlr-
I I nb in al f,-r te c ty au, county of Fun £ru re-o; No. MIL

Eruesta Veglo ..... : ------------------------------

Emma Vego ------ -- ----------------------

Louis TognonaUL..-- ----- .---.................

Maria Tognonall_ ............-------.......

Assunta Rosat or her issue -------- ...------------

-----.- .u. ..................

----- do -. - .- .---------- .....

----- do -. -. -. ---------.-......

.. .do ----------------------.

F w dckA aer---------------------- 'I --- o......... I nm

Pen 14

l1M 13

Er tta of Peter Tc-in'aln alf3 1=3 -kun = r 2tro Tenfnlla, ao kura a3
rcatof~roL% Infrant V ufo aMa1" 3nkszs as FP. IrIran-

- ono "T6.alulJ an:u kr.-n as P.T'roanlal 3anou.nrasPlfzro Tons-
r Vll, dcxJ . tio Sir 21r cc-art af t3 6 3!2a of Calfnfr -In and u"-
tia county of 3a n M-,', No. 1925.

Pen IT

Esltt of Ermus"~i11 Ma.--, d usun. la tin Suprf~r Court of tha Stateof
Califrnb, in and fr tnunt 1151~m;No 9.

Iten 19
,came.

Rtem 2

l n1: tan =4 r tM3 cy and county of ' un Frnc=o; No. HE'C.
lien 21

IL C1)

1LCW

13. C1)

13. 0

13. C9

2-03

34.CO

X -co

Ottavia arti or ne .ssue ---------------------- co -------... - .-------- ---

Jo shbate---------------- -_ . ...........-
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"xnmIr A-Continued

Column 1 Column 2 Column 8 Column 4

Nrame ntry p tpeltcy Actlomor proceeding Sum vested

Rem 20

Maria Basll -------------.. Italy. ... ............. Estate of Giuseppe Ffippell. deceased, In the Superior Court of the State of 421"00
California, In and for the county of Los Angeles; No. 22710.

Item a,

Nicola Filippell--I ------------------------.. ... do ------ ........-- ---- Same ............. m. ........................................................... 23.00

Item 24

Children, names unknown, of Caterina Angelo- ..... do ---------------------- Estate of Biagio Angelosanti, also known as B.Angelo, dccsecd, fl the Sure- 80,00
antl. ,ior Court of the State of California, in and for the county of Les Angeles;

No. 234737.
Item,95

Children, names unknown, of Natalina Angelo- ---- do -------------------- Same ...................................................................-.-..... 00
sot.

Item 26

Amalio aone ------------------------------- -..... do -- ----.------------- Estate of Pietro Paone, deceased, in the Superior Court of the State of Callfor- CS 03
nia, in and for the city and county of San Francisco; No. 100785.

Item 27

Cloletta Geztra Mlatterl ---- _------------------ -- -- do --------------------- Estate of Lufgi Gestra, also known as Louy Gestra, also known as Leucy tO. 00
Gestra, also known as Louie Gestra, also known as Lodis Gestra, also known
as Louas Gestra, deceased, in the Superior Court of the State of California,
in and for the county of Sonoma; No. 1597.

S '.Item 28

Joseph Bellino .. .........------------------------ I---do ------------------- E -Estate i Do'ato Bellino, deceased, in the Superior Court-of the State of Call- 31.00
fornia, in and for the city and county of San Francisco; No. 9300.

Item 29

IReirs, next of kin and legatees ofFllomena Guasti do ... Estate of Eouisa Guasti, also known as Louisa A. Guasti, deceased ,i the 67.00
Grossetti. Superior Court of the State of California, in and for the county of Los Angeles;

No. 1M7982.

[F. R. Mec. 47-3250; Filed, Apr. 3, 1947; 8:47 a. m.]

[Vesting Order 8538]
FUSAJIRO ISHII

In re: Stock owned by FusaJiro Ishii,
F-39-5699-D-1.

Under the authority of the Trading
with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, an'd Execu-
tive Order 9788, and pursuant to 'law,
after investigation, it is hereby found:

1. That Fusajiro Ishii, whose last
known address is Tokyo, Japan, is a resi-
dent of Japan and a national of a desig-
.nated enemy country (Japan);

2. That the property described as fol-
lows: Thirty (30) shares of $20.00 par
value capital stock of The S. S. White
Dental Manufacturing Co., a corporation
organized under the laws of the State of
Pennsylvania, evidenced by certificates
numbered 1463 for twenty-five (25)
shares and 1804 for five (5) shares regis-
tered in the name of Fusajiro ILhii, to-
gether with all declared and unpaid divi-
dends thereon,

Is property within the United States
owned or controlled by, payable or de-
liverable to, held on behalf of or on ac-
count of, or owing to, or which is evi-
dence of ownership or control by, the
aforesaid national of a designated enemy
country (Japan);

and it is hereby determined: -
3. That to the extent that the person

named in subparagraph 1 hereof is not
within a designated enemy country,-the
national Interest of the United States
requires that such person be treated as a
national df a designated enemy country
(Japan).

All determinations and all action re-
quired by law, including appropriate con-
sultation and certification, having been
made and. taken, and, it being deemed
necessary in the national interest,

There is hereby vested in the-Attorney
General of the United States the prop-
erty described above, to be- held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States. *

The terms "national" and "designated
enemy country" as used herein shall have
the meanings prescribed in section 10 of
Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 25, 1947.

For the Attorney General.

[SEiL DONALD C. Coox,
Director.

[F. R. Doe. 47-3245; Filed, Apr. 4, 1947;
8:46 a. i.]

[Vesting Order CE 373]

COSTS AND ESPENSES INCURRED IN CERTAIN
ACTIONS OR PROCEEDINGS IN CERTAIN
CALIFORNIA COURTS

Under the authority of'the Trading
with the Enemy Act, as amended, Exec"
utive Order 9193, as amended, and Ex-
ecutive Order 9788, and pursuant to law,
after investigation, it having been found:

1. That each of the persons named in
Column I of Exhibit A, attached hereto
and by reference made a part hereof,
was a per;oa within the designated

enemy country or the enemy-occupied
territory Identified in Column 2 of said
Exhibit A -opposite such person's name;

27 That it was in the interest oUthe
United States to take measures in con-
nection with representing each of said
persons in the court or administrative
action or proceeding identified in Col-
umn 3 of said Exhibit A opposite such
person's name, and such measures hav-
ing been taken;

3. That, in taking such measures In
each of such actions or proceedings, costs
and expenses have been Incurred In the
amount stated In Column 4 of said Ex-
hibit A opposite the action of proceeding
identified In Column 3 of said Exhibit A;

Now, therefore, there Is hereby vested
in the Attorney General of the United
States, to be used or otherwise dealt with
in the interest of and for the benefit of
the United States, Interests In the prop-
erty which said persons obtain or are
determined tp have as'a result of said
actions or proceedings In amounts equal
to the sums stated In Column 4 of said
Exhibit A.

The term "designated enemy country"
as used herein shall have the meaning
prescribed in section 10 of Executive Or-
der 9193, as amended. The term "enemy-
occupied territory" as used herein shall
have the.meanihg prescribed In Rules
of Procedure, Office of Alien Property,
§ 501.6 (8 CFR, Cum. Supp., 503.6).

Executed at Washington, D. C., on
March 31, 1947.

For the Attorney General.
[SEAL] DONALD C. COOK,

Director.
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ExHil-rr 4

Column I Column 2 Co!Imn 3 Comn 4

Namk Country or tcrritory Actf t c .jn clr veste

Caterina Capurro ----------------------- : ----------

-- Giobata Capurro -.----...............----------

Italy ......................

Antonio Capurro ..................................... do . .................

Louils Capurro .................. ----------------...... do . . .................

Surviving issue, names unknown, of lulla PhssoltL ----- do .. .................

G iovanni Accinelli; .............................. ..... do ----------------------

Giuseppe Accinelli ................................... do . . .................

P aolo A c el .........-----------------------..... ...... do .. ..................

Angela Accineli - .......----------------------- ----.do ....................

Catterina Accinlli ------------------------------.-- do ....................

Benedetta 0. Ruggieri ---.-.-.--------.................- do -. ..................-

M, aria 0. Cauzzili .....----.............................. do . ...................

M[aria Luigi Tedeco -.-.------------.-.--.-............ do ....................

Maria Arcangela Tcdcsco ---.............------.... do .....................

Angela Tedesco -------------------------------------... ....... -----------

Roaria DimitrL --------------------------- ----- do ....................

Children of diceased sister, Immacalta Tedesco .... - do . .................

Vittorio Porliod ------- ---------- -----................ ..- - .-.

Augusto iorliod ------ .........-------------------.----- do ....................

Emanuele Poreod ..- ---------.-.----.-.----............ do .------------

Rosalia Champienz and her children, names un- ----do .---------.-.
known.

Rosetta Pedretti -------.---------------------- d......d .............

G in a M a rtin u cci --- - - - .- - - ----------------- d o . ........ . . . . ...

l.'en 1

Elatk' of GW cJ'r Ca~'o ~cz.Iin Fare= Court of the State of
CathL-%rn, aL21 t w nty of Slen uJn; No. 1 .

lI 2

SJU:1 .... ................ .... ............... . ..

Lten S

lim 4

a .............. ......

lien C
Fame ........................ .........

lten 7

E'13t of Gtsno A al-a. o:. kns,,-n a3 Gcro'a Accin.21. dcr_=d. in the
rul' rsr Ccurt Of tL StaO f Calif!uL., in an,1 Lr th- county of At-m da;
No. W13.

item 8

Same.~

Fahe .....................................

item 1)
sn=2 ..... . ...... .......... = . .....................

lten 11

Elate of Mte:.zt Cerurs1s, dze I, In tin Superfor Court of ttin State of
Cai. m % La and for tin county of Lo ,n3-.s No. fXd7

'-

JIMn 13

- l 4n 14

Estate of OGlaann Tc&no d x-mcd. In tn Superfor Court of tin State of
CaItfkm , b. ft i r I !cy =sal.c oanty of ,an Frn,!:-,; No. I 7_10.

lien ISlen is
Sar .................- . -

Jim 16
F arr ............................

iten 17

Same .........

lItem 13

E~ata o! At-x PcrEJ. ai3 knoazn as ALzx[3 rerld. ain kn-,ra a3 A. Por-
lid,, dcrc=Jz. In tin Surixtar Ccurtof ti StaSf Cali emta; In and for lihe
county of Fre o; NO. n67,2.

.a .....- ...

iten 2.

'Iten 23

Estate of Fcrrur:!a rcl-dctf, b~cne.i tl!n surerfir Court of the State of
Calif.nsa: in and Lr it-, ceuntycofAlamed;.No. t3152.

JIen 24

Aldo Tartinucci --------------------------- do ........ ..-.. . . ..........

Silvio Martinucci .................... do .......---------- .

Giovanni Valemzano.

Francisco Valenzano.

Maria Valenzano....

Antonio Valenzano..

Estate of tsad, V-.'-'i, dsax. int1: Sugrf:r Court of tl:a State of
CalUema in and fr l1:3 ccuty of Sm Matco; No. 1.&2.

litem 3

iten £3
------------ ---- - - o ................ . am .... ...

... d . ... .....- - - - 11 en f

V. C.)

r6 0

-- -- -- - - -- --- -- -- - -- - V .. .. .. .

----------------------------- ----- . . ... . ......... Same



EXmes, A-Continued

Column I Column 2 -Column 3 Column 4

Namo Country or territory Action or proceeding Sum vested

item 81

Oiuseppe Bcnall -------------- ---------------- Italy ---------- : ------- Estate of Pietre Bonelll, deceased, In jho Superior Court of the State of Call. 08.0
fornia, In and for the city and county of San Francisco; No. 02095.

Item 82
Giovanni Boneili ----------------------------- -....... do ----------------Same- -----------------------------------------------------

Item 88
Luigi Bonelll ------------ ------.-------------------...- do ... ----------------- Same ----------------------- -----------------------------------....... 8.0

item 84
Amali Farotto ----------------------- o.......do----------- -Same------------- S e ----------------------------- ........................................... 8.C$

item 85

Francesco Torre ---------------- --------------- ----- do ---------------------- Estate of iohn Torre, deeased,' in the Superior Court of the State of California, 12.00
in and for the county of Alameda; No. 67048.

Item 83
Pietro Torre ----------------------------------..... do --------------------- Same ------------------------------------------------------------------------- 12.00

SItem 87,
BladMena Torre ---------------------------- do ---------------. ame-------------- --------------------------------- ....................................... 12.00

Item 88

Fernando Ricci ---------------------------...... do --------------------- Estate of Luigi Reci, also known as Loule Rici, deceased, in the Superior 20.00
Court of the State of California, in and for the county of Sonoma; No. 17093.

'Item 89
Fernando Rlici ---- ...- ------- ...--------------------- do ---------------------- Same --------------------------- ------------------------- 100

Item 49 .
Francisco Rice ---------- T ------------ ---- do --------------------- Same ------------------------- Z -- t - ................................. 10.00

Item 41

Mrs. Margherlta Agnolesl ---------------------- do -------------------- . Estate of Henry L. Choistry, deceased, in the Superior Court of the State of 78. 0O
California, in and for the county of Los Angeles; No. 227,377.

Item 48
Marla F. L. Raffeto -_------------------------ ------ do ---------------------- Estate of Carlo Emanuele Raffetto, also known as Carlo Raffetto, also known 123.00

as 0. Raffetto, also known as Charles Raffetto, deceased, in the Superior
Court of the State of California, in and for the city and county of San Fran-
cisco; No. 7Mt69. Item 48

Rosa Carbone also known as Zita Carboneorls-uo ---do ---------------------- Estate of Emanuele F. Simonni, deceased, in the Superior Cort of the State 63.00
of Rosa Carbone, alsoknown as Zita Carbone or of California, in and for the countyof Solano; No. 82G0.
Oresto Carbono and Angelo Carbone.

Item 44

Argentina Innocenti --------------------- ...... d.o .--------------- Estate of Quintilio Innocenti, deceased, in the Superior Court of the State of 84.00
Califomia,,in and for the city.and county of San Francisco; No. 08161.

iF. R. Doc. 174-3249; Pled, Apr.3, 1947; 8:47 a. m.]

jVcsting Order 8543]

FREDERICH WILHELM RILL

In re: Stock owned by Frederich Wil-
helm Rill. F-28-5851-D-1/2.

Under the qutliority of the Trading
with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, it is hereby found:.

1. That Frederich Wilhelm Rill, whose
last known address is Schneebergstrasse
1, Lindau, Bodensee, Germany, is a resi-
dent of Germany and a-national of a
designated eriemy dountry (Germany);

2. That the property described as fol-
lows:

-a. Fifty (50) shares of no par value
common capital stock of General Elec-
tric Company, 1 River Road, Schnectady,
New York, a corporation organized under
the laws of the State of New York, evi-
denced by certificate number NYD-
516514, registered in the name of Fred-
erich Wilhelm'Rill, together with all de-
clared and unpaid dividends thereon,
and

b. Eight (8) shares of no par value
common capital stock of Radio Corpora-
tion of America, 30 Rockefeller Plaza,

New York, New York, a corporation or-
ganized under the laws of the State of
Delaware, evidenced by. certificate num-
ber FWO2411, registered in the name of
Frederich Wilhelm Rill, together with all
declared and unpaid dividends thereon,
is property within the United States
owned or controlled by,'payabIe or de-
liverable to, held on behalf of or on ac-
count of, or owing to, or ihich is evi-
dence of ownership or control by, the
aforesaid national of a designated enemy
country (Germany) ,
and it is hereby determined:

3. That to the extent that the person
named in subparagraph 1 hereof Is not
within a designated enemy country, the
national interest of" the United States
requires that such person be treated as
a national of a designated enemy coun-
try (Germany).

- . All determinations and 11 action re-
quired by law, including appropriate con-
sultation and certification, having been
made and taken, and, it being deemed
necessary in the national interest,

There is hereby vested in the Attorney
General of the United States the property
described above, to be held, used, admin-

istered, liquidated, sold or otherwise dealt
within the interest of and for the benefit
of the United States.

The terms "national" and "designated
enemy country" as used herein shall have
the meanings prescribed in section 10 of
Executive Order 9193, as amended,

Executed at Washington, D. C., on
March 25, 1947.

For the Attorney General.
[SEALT DONALD C. COOK,

Director.
[F. R. Dc. 47-3246; Filed, Apr. 3, 1947;

8:46 a. m.]

[Vesting Order CE 375]

COSTS AND EXPENSES INCURRED IN CERTAIN
" ACTIONS OR PROGEEDINGS IN CERTAIN

CALIFORNIA COURTS
Under the authority of the Trading

with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, it having been found:

1. That each bf the persons named in
Column 1 of Exhlbit.A, attached hereto
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and by reference made a part hereof, was
a person within the designated enemy
country or the enemy-occupied territory
identified in Column 2 of said Exhibit
A opposite such person's name;

2. That it was in the interest of the
United States to take measures in con-
nection with representing each of said
persons in the court or adrministrative
action or proceeding identified in Col-
umn 3 of said Exhibit A opposite such
person's name, and such measures hav-
ing been taken;

3. That, in taking such measures in
each of such actions or proceedings, costs

FEDERAL REGISTER

and expenses have been Incurred In the
amount stated in Column 4 of said Ex-
hibit A opposite the action or proceed-
ing identified In Column 3 of said El-
hibit A;

Now, therefore, there is hereby vested
in the Attorney General of the United
States, to be used or otherwise dealt with
in the interest of and for the ben%t of
the United States, interests in the prop-
erty which said persons obtain or are
determined to have as a result of said
actions or proceedings In amounts equal
to the sums stated in Column 4 of said
Exhibit A.

[mSL] DosuDr C. CCoo,
Director.

ExmanrrA

Column I Column 2 Co!umn 3 CoLumn4

Name Country or terltory Aeltf2 c: r,.cxcdns Sum. vested

Rem I

Mnaria Robustmlin --------- .... . ............... Itnly ... atntoe of.Antenia k.. 1to.u-..lln, aka .ms .n as Ant.nfa Luk Reb.stel. Lu.0C
linf. oa knswn as Lulgi nobluatua~ b tellinlaIm
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[F. R. Doe. 47-3252; Filed, Apr. 3, 1947; 8:47a.i]

_ [Vesting Order 85461
FRIDA NAKASA ET AL.

In re: Watch owned by Frieda Nakasa,
also known as Frida Lucie Nakasa, and
the pgrsonal representatives, heirs, next
of kin, legatees and distributees of
Miyanosuka Nakasa, also known as Al.
Nakasa, deceased.

Under the authority of the Trading
with the Enemy Act, as amended, Execu-
tive Order 9193, as amended, and Execu-
tive Order 9788, and pursuant to law,
after investigation, it is hereby found:

1. That Frieda Nakasa, also known as
Frida Lucie Nakasa, whose last known
address is 25 Alter Steinweg, Hamburg,
Germany, is a resident of Germany and
a national of a designated enemy coun-
try (Germany);

2. That the personal representatives,
heirs, next of kin, legatees and distribu-
tees of Miyanosuke Nakasa, also known
as M. Nakasa, deceased, who there is
reasonable cause to believe ire residents
.of Germany, are nationals of a desig-
nated enemy country (Germany);

3. That the property described as fol-
lows: Oue yellow metal "Lanco" man's
watch, whose case bears the number

18245, presently In the po.sesslon of the
Attorney General of the United States,
is property within the United States
owned or controlled by, payable or deliv-
erable to, held on behalf of or on account
-of, or owing to, or which Is evidence of
ownership or control by, the aforesald
nationals of a designated enemy country
(Germany);
and It Is hereby determined:

4. That to the extent that Frieda
Nakaa, also known as Frida Lucle
Nakasa, and the personal representa-
tives, heirs, next of kin, legatees and
distributees of Mlyanosuke Nakasa, also
known as M. Nakasa, deceased, are not
within a designated enemy country, the
national interest of the United States re-
quires that such persons be treated as
nationals of a designated enemy country
(Germany).

All determinations and all action re-
quired by law, including appropriatE
consultation and certification, having
been made and taken, and, It being
deemed necessary in the national in-
terest,

There is hereby vested in the Attorney
General of the United States the prop-
erty described above, to be held, used,

administered, liquidated, sold or other-
wise dealt with In the interest of and for
the benefit of the United States.

The terms "national" and "designated
enemy country" as used herein shall-
have the meanings prescribed in section
10 of Executive Order 9193, as amended.

Executed at Washington, D. C., on
March 27, 1947.

For the Attorney General.
szaml] DoNrALD C. COOK,

Director.
IF. R. Dzc. 47-3248; Filed, Apr. 3, 1947;

8:46 a.m.]

iVesting Order 849S]

- JOHN WALcH
In re: Stock owned by John Walch.

F-28-22287-D-1, F-28--2287-D-2.
Under the authority of the Trading

with the Enemy Act, as amended, Eu-
ecutive.Order 9193, as amended, and
Executive Order 9788, and pursuant to
law, after Investigation, it is hereby
found:

The term "designated enemy country"
as uzed herein shall have the faeaning
prescribed in section 10 of Executive Or-
der 9193, as amended. The term "enemy-
occupied territory" as used herein shall
have the meaning prescribed in RuIs of
Procedure, Ofilce of Alien Property,
. 501.6 (8 CFR, Cum. Supp., 503.6).

Executed at Washington, D. C., on
March 31, 1947. 1

For the Attorney General.
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NOTICES

1. That John Walch, whose last known
address' is Germany, is a resident of
Germany and a national of a designated
enemy country (Germany);

2. That the property described as fol-

a. Five (5) shares of $100.00 par value
6 /2 % cumulative preferred capital stock
of Empire Gas and Fuel Company, 60
Wall Street, New York 5, New York, a
corporation organized under the laws of
the State of Delaware, evidenced by a
certificate numbered 2920, and registered
In the-name of John Walch, together_
with all declared and unpaid dividends
thereon, and all rights thereunder and
thereto, including particularly the right
of redemption,

b. Twenty-one (21) shares of $10.00
par value common capital stock of Cities
Service Company, 60 Wall Street, New
York 5, New York, a corpoiation organ-
ized under the laws of the State of
Delawiare, evidenced by a certificate
numbered 57906, and registered in the
name of John Walch, together with all
declared and unpaid dividends thereon,

c. Seven (7) shares of no par value
$6.00 cumplative preferred capital stock
of Cities Service Company, 60 Wall
Street, New York 5, New York, a corpora-
tion organized under the laws of the
State of Delaware, evidenced by a certifi-
cate numbered 85725, and registered in'
the name of John Walch, together with
all declared and unpaid dividends there-
on, and

d. Four (4) shares of no par value
$6.00 cumulative preference BB capital
stock of Cities Service Company, 60 Wall
Street, New York 5, New York, a corpo-
ration organized under the laws of the.
State of Delaware, evidenced by a certifi-
cate numbered 795, and registered in the
name ofJohn Walch, together with all
declared and unpaid dividends thereon,
Is property within the United States
owned or controlled by, payable or de-
liverable to, held on behalf of or on
account of, or owing to, or which is evi-
dence of ownership or control by, the
aforesaid national of a designated enemy
country (Germany);
and It is hereby determined:

3. That to the extent that the person
named in subparagraph 1-hereof is not
within a designated enemy country, the
national Interest of the United States
requires that such person be treated as a
national of a designated enemy country
(Germany).

All determinations and all action re-
quired by law, including appropriate con-
sultation aid certification, having been
made and taken, and, it being deemed
necessary In the national interest,

There is hereby vested in the Attorney
General of the United States the prop-
erty described above, to be held, used,
administered, liquidated, sold or other-
wise dealt with in the interest of and for
the benefit of the United States.

The terms "national" and "designated
enemy country" as used herein shall have
the meanings prescribed in se'ction 10 of
Executlve Order 9193, as amended.

Executed at Washington, D. C., on
March 20, 1947.

For the Attorney General.
[SEAL] DONALD C. COOK,

Director.

[F. R. Doc. 47-3244; Filed, Apr. 3, 1947;
8:46 a. m.]

DEPARTMENT OF THE INTERIOR
Bureau of Land Management

ALASKA

AIR-NIVIGATION SITE WITHDRAWAL NO. 139
REDUCED

The order of the Assistant Secretary
of the Interior dated March 29, 1940,
withdrawing certain tracts of public land
in Alaska for the use of the Alaska Road
Commission in the maintenance of air-
navigation facilities, is hereby revoked
so far as it affects the following lands
described by metes and bounds:

Beginning at Comer No. 1, which Is Iden-
tical with Corner No. 4 of U. S. Survey No.
397 at Tanana, In approximate latitude 650
10' N., longitude 152004

, W.; thence from
said Corner No. 1, by metes and bounds, S.
39*37 , E. 1,300 feet to Comer No. 2; N.
82018' E. 4,491.6 feet to Corner No. 3; North
4,679 feet to Corner No. 4; West 5,280 feet to
Comer No. 5 on line 4-5 of U. S. Survey No.
397; South 4,279.4 feet along line 4-5 of
Survey No. 397 to Corner No. 1, 'he place
of beginning.

The tract as described contains 599.8 adres.

This order shall not otherwise become
effective to change the status of such
lands until 10:00 a. m. on May 23, 1947.

'At that time the lands shall become
subject to settlement and other forms of
appropriation in accordance with the
applicable public land laws and regula-
tions.

This land lies adjacent to and north
of the Yukon River at Tanana Village
and Is about four (4) .miles to the west
of the junction of the Yukon and Ta-
nana Rivers. The land is in deneral
level and supports only a sparse cover of
vegetation.

[SEAL] C. GIRARD DAVIDSON,
Assistant Secretary of the Interior.

MARcH 21, 1947.
IF. R. Doc. 47-3214; Filed, Apr. 3, 1947;

8:46 a. in.]

OREGON
TIMBER PRESERVATION AREA ESTABLISHED

By virtue of the authority contained
in the act of August 28, 1937, 50 Stat.
874, it Is ordered as follows:

Subject to valid existing rights and
existing withdrawals, the following-de-
scribed revested Oregon and California
Railroad grant lands are hereby classi-
fied as timber lands and reserved for
administration by the Bureau of Land
Managempent, as a timber preservation
area, and for the protection of their rec-
reational and scenic values:

WEZ.AMErIE MmuRDW. S., R. 5 E.,
Sec. I, lots 3 and 4;
Sec. 3, lot 1.
The areas described aggregate 113.05 acres.

Trees may be cut only under the su-
pprvislon of the Regional Administrator,
Bureau of Land Management, as and
when deemed necessary in order that the
reserved area may be maintained prop-
erly.

[SEAL] C. GIRARD DAVIDSON,
Assistant Secretary of the Interior.

MARCH 18, 1947.
IF. R. Doc. 47-3215, Filed, Apr. 3, 1947:

8:46 a. m.]

OREGON
NOTICE FOR FILING OBJECTIONS TO THE ORDER

ESTABLISHIOd A TIMBER PRESERVATION
AREA
Notice Is hereby given that for a period

of 30 days from the date of publication
of this notice, persons having cause to
object to the terms of the order of March
18, 1947, withdrawing lots 3 and 4, sec. 1,
.and lot 1, sec. 3, T. 1 S., R. 5 E.,'W, M.,
Oregon, which are revested Oregon and
California Railroad grant lands, for ad-
ministration by the Bureau of Land Man-
agement, as a timber preservation area,
may present their objections to the'Sec-
retary of the Interior. Such objections
should be in writing, should be addressed
to the Secretary of the Interior, and
should be filed in'duplicate Tn the De-
partment of the Interior, Washington
25, D. C.

In case any objection is filed and the
nature of the opposition Is such as to
warrant it, a public hearing will be held
at a convenient time and place, which
will be announced, where opponents to
the order may state their views and
where the proponents of the order can
explain its purpose, Intent and extent.
Whethei" or not a hearing is held, notice
of the determination by the Secretary
as to whether the order should be re-
scinded, modified or let stand will be
given to all interested parties of record
and the general public.

[SEAL] C. GIRARD DAVIDSON,
Assistant Secretary of the Interior.

MARCH 18, 1947.
IF. n. Doc. 47-3216: Filed, Apr. 3, 1047:

8:46 a, ni.]

DEPARTMENT OF AGRICULTURE
Production and Marketing

Administration

[P. & S. Docket No. 1510]
ESSEX COUNTY COOP CO.

NOTICE OF PETITION FOR EXTENSION OF
TEMPORARY RATES

Pursuant to the provisions of tho
Packers and Stockyards Act, 1921, as
amended (7 U. S. C. 181 et seq.), the Sec-
retary of Agriculture on April 5, 1040,
Issued an order requiring the respond-
ent to increase its rates for the rental of
chicken coops from 48 cents to 68 cents
and for turkey coops from 65 cents to 85
cents for a period of one year from the
date of that order.

By petition filed on March 20, 1947,
the respondent has requested that the

V
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rates and charges provided for in said
order of April 5, 1946, be extended for a
further period of at least one year.

It appears that public notice should
be given of the filing of such petition in
order that all interested persons may
have an opportunity to be heard in the
matter.

Now; therefore, notice is hereby given
to the public and to all interested per-
sons of the filing of such petition for ex-
tension of temporary rates.

All interested persons who desire to
be heard upon the matter requested in
said petition shall notify the Hearing
Clerk, United States Department of Ag-
riculture, Washington 25, D. "C., within
15 days from the date of the publication
of this-notice.

Copies hereof shall be served upon the
respofident by registered mail or in per-
son.

Done at, Washington, D. C., this 31st
day of March 1947.

[SEAL] H. E. REED,
Director, Livestock Branch.

IF. R. Doe. 47-32-0; Filed, Apr. 3, 1947;
8:45 a. i.]

FEDERAL COMMUNICATIONS
COMMISSION

IDesignation Order 8]

DESIGNATION OF MOTIONS COIIMISSIONER
FOR APRIL 1947

At a session of the Federal Communi-
cations Comnision-held at its offices in
Washington, D. C. on the 27th day of
March 1947;

It is ordered, Pursuant to § 1.111 of
the Commission's rules and regulations,
that E. K. Jett; Commissioner, be, and
he is hereby designated as Motions Com-
missioner, for the month of April 1947.

It is further ordered, That in the event
said Motions Commissioner is unable to
act-during any part of said period the
Chairman or Acting Chairman will des-
ignate a substitute Motions Commis-
sioner.

[SEAL] FEDERAL CorMMruNcATIoNs
CoAn ssIoN,

T. J. SLOWIE,Secretary.
[F. R. Doe. 47-3253; Filed, Apr. 3, 1947;

8:46 a. m.]

[Docket Nos. 8176, 8177, 8265]

TERRELL BROADCAST CORP. ET AL..
ORDER DESIGNATING APPLICATION FOR CON-

SOLIDATED HEARING ON STATED ISSUES

In re applications of Terrell Broadcast
Corporation, Terrell, Texas, Docket No.
8176, File No, BP-5778; Burton V. Ham-
mond, Jr., Denison, Texas, Docket No.
8177, File No. BP-5786; Con & Cope,
d/b ,as Denison-Texoma Broadcasting
Company, a partnership composed of
Fred Conn and Millard Cope Denison,
Texas, Docket No. 8265, File No. BP-5403;
for construction permits.

At a; session of the Federal Cominu-
nications Commission, held at its offices

No. 67---9

FEDERAL REGISTER

in Washington, D. C., on the 27th day of
March 1947;

The Commission having under consid-
eration the above-entitled application of
Conn & Cope, doing business as Denison-
Texoma Broadcasting Company, a part-
nership composed of Fred Conn and TMl-
lard Cope, requesting a permit to con-
struct a new standard broldcast station
to operate on 1250 kc, 1 kw power, day-
time only at Denison, Texas; and also
having under consideration a petition
filed on March 14, 1947, by Burton V.
Hammond, Jr., requesting that said ap-
plication be desinated for hearing in the
consolidated proceeding nvolving the
other two applications named above;

It appearing, that the Commission on
March 6, 1917, designated for hearing In
a consolidated proceeding the applica-
tions of Terrell Broadcast Corporation
(File No. BP-5778; Docket No. 8176) re-
questing a construction permit for a new
standard broadcast station to operate on
1220 kc, 250 w power, daytime only at
Terreli, Texas, and Burton V. Hammond,
Jr., (File No. BP-5786; Docket No. 8177)
requesting afconstruction permit for a
new standard broadcast station to oper-
ate on 1220 ie, 1 kw power, daytime only
at Denison, Texas.

it is ordered, That the said petition of
Burton V. Hammond, Jr., be, and it is
hereby, granted and that, pursuant to
section 309 (a) of the Communications
Act of 1934. as amended, the said appli-
cation of Con & Cope, d/b as Dentson-
Texoma Broadcasting Company be, and
it is hereby, designated for hearing In
the a b o v e consolidated proceeding.
§ 1.857 of the Commission's rules and
regulations not being applicable, at a
time and place to be designated by sub-
sequent order of the Commission, upon
the following issues:

1. To determine the legal, technical,
financial, and other qualifications of the
applicant partnership and the partners
to construct and operate the proposed
station.

2. To determine the areas and popula-
tions which may be expected to gain
primary service from the operation of
the proposed station and the character
of other broadcast service available to
those areas and populations.

3. To determine the type and character
of program service proposed to be ren-
dered and whether it would meet the
requirements of the populations and
areas proposed to be served.

4. To determine whether the operation
of the proposed station would Involve
objectionable interference with station
KVSO, Ardmore, Oklahoma, or with any
other existing broadcast stations and, if
so. the nature and extent thereof, the
areas and populations affected thereby.
and the availability of other broadcast
service to such areas and populations.

5. To determine whether the operation
of the proposed station would involve
objectionable interference with the serv-
ices proposed in the pending application
of Burton V. Hammond (File No. BP-
5786; Docket No. 8177) or In any other
pending applications for broadcast facili-
ties and, if so, the nature and extent
thereof, the areas and populations af-
fected thereby, and the availability of
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other broadcast service to such areas and
populations.

6. To determine whether the installa-
tion and operation of the proposed sta-
tion would be in compliance with the
Commission's rules and Standards of
Good Engineering Practice Concerning
Standard Broadcast Stations.

7. To determine on a comparative basis
which, If any, of the applications in this
consolidated proceeding should be
granted.

It is further ordered, That the order
of the Commission dated March 6, 1947
designating the applications of Terrell
Broadcast Corporation and Burton V.
Hammond, Jr., for hearing in a consoli-
dated proceeding, be, and It is hereby,
amended to include the application of
Conn & Cope, d/b as Denison-Texoma
Broadcasting Company, and to change
Issue No. 7 of said order to read as Issue
No. 7 stated above;

It is further ordered, That John F.
Easley, licensee of station 3KVSO, Ard-
more, Oklahoma, be, and be is hereby,
made a party to this proceeding.

By the Commission.
[fsL] T. J. SLowur,

Secretary.
IF. R. Do:. 47-3256; Filed, Apr. 3, 1947;

8:46 a. m.],

[Dlooket No. 825 1

Mr. PLms.U= BrOADCASTING Co.

OfDER DESIGNATINIG APPLIcATIOrt FOR CO2-
SOLIDATED ERAIlING ON2 STATED ISSUES

In re application of Winston 0. Ward
db/as Mt. Pleasant Broadcasting Com-
Pany, Mt. Pleasant. Texas, docket No.
8254, File No. BP-5439; for construction
permit.

At a session of the Federal Communi-
cations Commission, held at its offices in
Washington, D. C., on the 27th day of
Marchi 1947;

The Commission having under consid-
eration the above-entitled application of
Winston 0. Ward db/as Mt. Pleasant
Broadcasting Company, requesting a
construction permit for a new standard
broadcast station to operate on 1340 fc,
250 yr power, unlimited time, at Mt.
Pleasant, Texas;

It is ordered, That, pursuant to section
309 (a) of the Communications Act of
1934, as amended, the said application
of Winston 0. Ward db/as mt. Pleasant
Broadcastln. Company be, and it is here-
by, designated for hearing at a time and
place to be designated by subsequent
order of the Commission, upon the fol-
lowing Issues:

1. To determine the legal, technical,
financial, and other qualifications of the
applicant to construct and operate the
proposed station.

2. To determine the areas and popula-
tlons which may be expected to gain
or lose primary service from the oper-
ation of the proposed station and the
character of other broadcast service
available to those areas and populations.

3. To determine the type and charac-
ter of program service proposed to be
rendered and whether It would meet the
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requirements of the populations and
areas proposed to be served.

4. To determine whether the operation
of the proposed station would involve
objectionable interference with stations
KAND, Corsicana, Texas, KRMD, Shreve-
port, Lousiana, or with any other existing
broadcast stations and, if so, the nature
and extent thereof, the areas and popu-
lations affected thereby, and the avail-
ability of other'broadcast service to such
areas and populations.

5. To determine whether the operation
of the proposed station would involve ob-
jectionable interference with the services
proposed in any pending applications for
broadcast facilities and, if so, the nature
and extent thereof, the areas and popu-
lations affected thereby, and the availa-
bility of other broadcast service to such
areas and populations.

6. To determine whether the installa-
tion and operation of the proposed sta-
tion would be in compliance with the
Commission's rules and Standards of
Good Engineering Practice Concerning
Standard Broadcast Stations.

It is hereby ordered that Alto, Inc.,
licensee of Station KAND, Corsicana,
Texas, and T. B. Lanford, R. M. Dean,
Mrs. T. B. Lanford, Sr., and Mrs. R. M.
Dean, a partnership, d/b as Radio Sta-
tion KRMD, licensee of Station KRMD,
Shreveport, Louisiana, be, and they are
hereby, made parties to this proceeding.

-Notice is hereby given that § 1.857 of
the Commission's rules and regulations
is not applicable to this proceeding.

By the Commission.

[SEAL] T. J. SLOV IE,
Secretary.

[F. R. Doe. 47-3255; Filed, Apr. 3, 1947;
8:46 a. m.]

[Docket No, 8266]

HEIGHTS BROADCASTING CO.

ORDER DESIGNATING APPLICATION FOR CON-
SOLIDATED HEARING ON STATED ISSUES

In re application of The Heights Broad-
casting Company, Cleveland. Ohio,
Docket No. 8266, File No. BP-5412; for
construction jermit.

At a session of the Federal Communi-
cations Commission, held at its offices in
Washington, D. C., on the 27th day of
March 1947;

The Commission having under consid-
eration the above-entitled application of
The Heights Broadcasting Company for
a construction permit for a new standard
broadcast station to operate on the fre-
quency 710 kc, with 250 w power, daytime
only, at Cleveland, Ohio;

It is ordered, That, pursuant to section
309 (a) of the Communications Act of
1934, as amended, the said application
be, and it is hereby, designated for
hearing at a time and place to be des-
Ignated by subsequent order of the Com-
mission, upon the following issues:

1. To determine the legal, technical,
financial, and other qualifications of the
applicant corporation, its officers, direc-
tors and stockholders to construct and
operate the proposed station:

NOTICES

2. To determine the areas and popula-
tions which may be expected to gain or
lose primary service from the operation

'of the proposed station and the charac-
ter of other broadcast service available
to those areas and populations.3. To determine the type and charac-
ter of program service proposed to be
ren-dered-and-whether it would meet the
requirements of the populations and
areas proposed to be served.

4. To determine whether the operi-
tion of the pioposed station would involve
objectionable interference with station
WLW, Cincinnati; Ohio, or with any other
existing broadcast stations and, if so, the
nature and extent thereof, the areas and
populations affected thereby, and the
availability of other broadcast service to
such areas and populations.

5. To determine whether the operation'
of the proposed station would involve ob-
jectionable interference With the services
'propOsed in any pehding application for
broadcast facilities and, if so, the nature
and extent thereof, the areas and popu-
lations affected thereby, and the availa-
bility of ofer broadcast service to such
areas and populatiofis.
- 6. To determine whether the installa-
tion and* operatlon of the proposed sta-
tion would be in compliance with the
Commission's rules and Standards of
Good Engineering, Practice Concerning
Standard Broadcast Stations.

It is further ordered, That Crosley
Broadcasting Corporation, licensee of
station WLW, Cincinnati, Ohio, bb,'and-
it Is hereby, made a party to thig pro-
ceeding.

Notice is hereby given that § 1.857 of
the Commission's rules-and regulations-
is not applicable to this proceeding.

By the Commission.

T, J. SLOWIE.'SecretarY.

[F. R. Dcc. 47-3257; Filed, Apr. 3, 1947;
8:47 a. m.]

[Docket No. 82671

CREST BROADIASTING CO.;-INC.
ORDER DESIGNATING APPLICATION FOR CON-

SOLIDATED HEARING ON STATED ISSUES
In re application of Crest Broadcast-

ing Company, Incorporated,_ Pascagoula,
Mississippi, Docket No. 8267, File No.
BP-5422; for iconstruction permit.

At a session of the Federal Communi-
cations Coinmission, held at its offices In
Washington, D. C., on the 27th day of
March 1947;

The Commission having" under con-
sideration the above-entitled application
of Crest Broadcasting Company, Incor-
porated, for a new standard broadcast
station to operate on the frequency 800
kc, with 250 w power, daytime only, at
Pascagoula, Mississippi;

It is ordered, That, pursuant to section
309 (a) of the Commufnications Act of
1934, as amended, the said application of

* Crest Broadcasting Company, Incor-
porated, be, and 4t Is hereby, designated
for hearing at a time and place to be
designated by subsequent order of the
Commission, upon the following issues:

1. To determine the legal, technical,
financial, and other qualifications of the
applicant corporati6n, its officers, direc-
tors and stockholders to construct and
operate the proposed station.

2. To determine the areas and popula-
tions which may be expected to gain
primary service from the operation of
the proposed station and the character
of other broadcast service avpilable to
those areas and populations,

3. To determine the type and charac-
ter of program service proposed to be
rendered and whether It would meet the
requirements of the populations and
areas proposed to bd served.

4. To determine whether the opera-
tion of the proposed station would In-
volve objectionable interference with
any existing broadcast stations and, If

-so, the nature and extent thereof, the
areas and populations affected thereby,
and the availability of other broadcast
service to such areas and populations.

5. To determine whether the operation
of the proposed station would involve
objectionable interference with the serv-
ices proposed in any pending applica-
tions for broadcast facilities and, if so,
the nature and extent thereof, the areas
and populations affected thereby, and
the availability of other broadcast serv-
ice to such areas and populations,

6. To'determine whether the opera-
tion of the proposed station would de-
liver more than 5 uv/m ground wave
Signal at the nearest point on the Mexi-
can border in violation of the provisions
of the North American Regional Broad-
casting Agreement.

'7. To determine whether the installa-
tion and operation of the proposed sta-
tion would be in compliance with the
Commission's rules and Standards of
Good Engineering Practice- Concerning
Standard Broadcast Stations,

Notice is hereby given that § 1.857 of
the Commission's rules and regulations
is not applicable to this proceeding.

By the Commission.
[SEAL] T. J. SLowiE,

Secretary.
IF. R. Doc. 47-3254; Filed, Apr. 3, 1047:

8:46 a. m.

FLORENCE BROADCASTING CO.
PUBLIC NOTICE CONCERNING PROPOSED

TRANSFER OF CONTROL'
The Commission hereby gives notice

that. on March 19, 1947, there was filed
with it an application (BTC-543) for its
consent under section 310 (b) of the
Communications Act to the proposed
transfer of control of Florence Broad-
casting -Company, licensee of WOLS,
from M. F. Schnibben to Melvin H. Pur-
vis. Thd proposal to transfer control
arises out of contracts of July 15, 1941
and January 21, 1947, pursuant- t4>
which M. F. Schnibben agrees to sell to
Melvin H. Purvis his 500 shares (50%
interest) in the common voting $100 par
value stock of said Florence Broadcast-

1 § 1.321, Part I, Rules of practice and pro-
cedure.

[SEAL]



Friday, April 4, 1947

ing Company for a total consideration of
$40,000 payable in cash immediately af-
ter the approval of the transfer of said
stock by the Federal Communications
Commission. Further information as
to the arrangements may be found with
the application and associated paper's
which are on file at the offices of the
Commis sion in Washington, D. C.

On July 25, 1946, the Commission
adopted § 1.388 (known as § 1.321 effec-
tive September 11, 1946) which sets out
the procedure to be followed in such
cases including the requirement for pub-
lic notice concerning the filing of the
application. -Pursuant thereto the Com-
mission was advised by letter on March
-25, 1947, that starting on March 25, 1947,
notice -of the filing of the application
would be inserted in the Florence, South
Carolina, Morning News, a newspaper of
general circulation at Florence, South
Carolina, in conformity with the above
rule.

In accordance with the procedure set
out in said rule, no action will be had
upon the application for a period of 60
,days from March 25. 1947, within which
time other persons desiring to apply for
the facilities involved may do so upon
the same terms and conditions as set
forth in the above described contract.
(Sec. 310 (b), 48 Stat. 1086; 47 U. S. C. A.
310 (b))

[SEAL] FEDERAL COMBIuxlCATIONS
COArauSSION,

T. J. SLOWIE,
Secretary.

IF. R. Doc. 47-3258; Fled, Apr. 3, 1947;
8:47 ak m. -

STATION WIGAM

PUBLIC N6TICE CONCERNING PROPOSED
ASSIGNMENT OF LICENSE'

The Commission hereby gives notice
that on February 13, 1947 there was filed
with it an application (BAL-588) for its
consent under section 310 (b) of the
Communications Act to the proposed as-
signment of license of WIGM, Medford,
Wisconsin from George F. Meyer to
Dairyland's Broadcasting Service, Incor-
_porated. The proposal to assign the
license arises out of a contract of Decem-
ber 14, 1946 pursuant to which George F.
Meyer agrees to sell to Dairyland's
Broadcasting Service, Incorporated all
the assets and station properties, (tech-
nical and non-technical) of Station
WIGM for a total consideration of $30,-
000 payment to be made upon delivery
of the bill of sale and/or delivery of the
warranty deed within 30 days following
date of -approval of the assignment by
the Federal Communications Commis-
sion. Further information as to the ar-
rangements may be found with the ap-
plication and associated papers which
are on file at the offices of the Commis-
sion in Washington, D. C.

On July 25, 1946 the Commission
adopted § 1.388 (known as § 1.321 effec-

I § 1.321, Part I, Rules of practice and pro-
cedure.

FEDERAL REGISTER

tive September 11, 1946) which sets out
the procedure to be followed in such
cases including the requirement for pub-
lic notice concerning the filing of the
application. Pursuant thereto the Com-
mission was advised by letter on March
15, 1947 that starting on March 13, 1947
notice of the filing of the application
would be inserted in the Marshfield
News-Herald, a newspaper of general
circulation at Medford. Wisconsin in
conformity with the above rule.

In accordance with the procedure set
out in said rule, no action will he had
upon the application for a period of 60
days from March 13. 1947 within which
time other persons desiring to apply for
the facilities involved may do -so upon
the same terms and conditions as set
forth in the above described contract.
(Sec. 310 (b), 48 Stat. 1086; 47 U. S. C. A.
310 b))

[SEAL] FEDERAL CoLIrUrIuCcAONS
Comssxso:.,

T. J. SLOWIE,
Secretary.

IF. R. Doc. 47-32:9; Filed. Apr. 3. 1947;
8:47 a. m.j

FEDERAL POWER COMMISSION
[Docket No. G-5001

NOeRMEMN NATURAL Gas Co.
NOTICE OF APPLICATION

MAC CH 31, 1947.
Notice is hereby given that on March

14. 1947. an application was iled with
the Federal Power Commisson by
Northern Natural, Gas Company (Ap-
plicant), a Delaware corporation, hav-
ing its principal place of business In
Omaha, Nebraska. for a certificate of
public convenience and necesslY pur-
suant to section 7 of the Natural Gas
Act, as amended, to authorize Applicant
to construct and operate 4,508 feet of
4.-inch 0. D. branch pipe line extend-
ing from a point of connection with Ap-
plicant's 20-Inch main pipe line to the
Nebraska Ordnance Plant near Mead,
Nebraska. and a measuring station at the
end of such branch line, located in Sec-
tions 14 and 15, Township 14 North,
Range 8 East, Saunders County, Ne-
braska, for the purpose of delivery and
sale by Applicant of the entire gas re-
quirements of the Nebraska Ordnance
Plant.

A temporary certificate of public con-
venlence and necessity authorlzlng the
construction and operation by Applicant
of the above described facilities was Is-
sued in the Commission's order of No-
vember 11, 1943. in Docket No. G-500
conditioned that, in the event Applicant
desires to continue such facilities and
operation beyond the period of the tem-
porary certificate, Applicant shall then
apply for a certificate of public con-
venience and necessity therefor in the
manner prescribed by the Commission
under the Natural Gas Act, as amended.
The facilities above described have been
in operation since the date of initial
service. December 14, 1943, and are now
In service.

Applicant estimates the natural gas
requirements of the Nebraska Ordnance
Plant for the years 1947, 1948, and 1949,
will be 350 Mc!. on a maximum day and
37,000 Mcf. annually.

Applicant states that the total invest-
ment In the above described facilities as
of Dacember 31, 1946, is $8,331.

Any interested State commission is re-
quested to notify the Federal Power
Commission as to the nature of its in-
terest in the matter and whether it
desires a conference, the creation of a
board, or a joint or concurrent hearing,
together with the reasons for such
request.

The application of Northern Natural-
Gas Company is on file with the Com-
mission and is open to public inspection.
Any person desiring to be heard or to
make any protest with reference to the
application shall file with the Federal
Power Commission, Washington 25,
D. C., not later than fifteen days from
the date of publication of this notice in
the FZDZMM REMIS=E, a petition to inter-
vene or protest. Such petition or protest
shall conform to the requirements of the
rules of practice and procedure (effec-
tive September 11, 1946) and. shall set
out clearly and concisely the facts from
which the nature of the petitioner's or
protestant's alleged right or interest can
be determined. Petitions for interven-
tion shall state fully and completely the
grounds of the proposed intervention
and the contentions of the petitioner in
the proceeding, so as to advise the parties
and the Commission as to the issues of
fact or law to be raised or controverted,
by admitting, denying, or explaining,
specifically and in detail, each material
allegation of fact or law- asserted with
respect to the application.

[sEAL] Lzon 1L FETQUAY,
Secretary.

JF. R. Doc. 47-3217. Ethd, Apr. 3, 1947;
8:45 a. m.]

[ roject 196s]
Wiscoz;sn PUBLIc SEnvicE ConP.
N OTICE OF APPLICATION FOR LICENS

Arm I, 1947.
Public notice is hereby given pursuant

to the provisions of the Federal Power
Act (16 U. S. C. 791-825r), that Wiscon-
sin Public Service Corporation, of Mil-
waukee. Wisconsin, has made application
for license for constructed major Pro-
ject No. 1966. tmown as the Grandfather
Falls project, located on Wisconsin River
in Lincoln County, Wisconsin, and con-
sisting of a concrete and stone masonry
dam; a reservoir; two powerhouses, the
upper powerhouse built integral with the
dam and having installed hydraulic
capacity of 2,660 horsetower and the
lower powerhouse located about one mile
downstream having installed hydraulic
capacity of 23,050 horsepower; a canal
about 4,000 feet long; two penstocks
about 1,315 feet long; two substations;
and appurtenant works. Any protests

29M



NOTICES

against approval of this application or
request for hearing thereon, with the
reasons for such protest or request, and.
the name and address of the party or
parties so protesting or requesting,
should be submitted before April 30,
1947 to the Federal Power Commission
at Washington, D. C.

[sEAL] LEON M. FUQUAY,
Secretary.

[P. R. Doc. 47-3224; Filed, Apr. 3, 1947;
8:45 a. m.)

SECURITIES AND EXCHANGE
COMMISSION
[File No. 70-12621

MICHIGAN GAS AxD ELECTRIC Co., TnE
MIDDLE WEST CORP.

ORDER GRANTING EXTENSION ;P TIM
,At a regular session of the Securities

and Exchange Commission, Ield at its
office in the City of Philadelphia, Pa.,
on the 28th day of March 1947.

The Commission, by order dated July
29, 1946, having granted -and permitted
to become effective an application-dec-
laration, as amended, fied pursuant to
the Public Utility Holding Company Act
of 1935 jointly by The Middle West Cor-
poration, a registered holding company,
and its subsidiary, Michigan Gas and
Electric Company, and Halsey, Stuart &
Co., Inc., an affiliate of Michigan Gas
and Electric Company: which applica-
tion-declaration proposed a recapitaliza-
tion of Michigan Gas and Electric Com-
pany and related transactions; and

The Commission, upon request of the
applicants-declarants, having, by orders
dated October 21 and November 29, 1946,
and February 3, 1947; extended to March
31, 1947 the time within which such
transactions may be carried out as pro-
vided in Rule U-24; and

Applicants-declarants now having re-
quested a further extension of time, for
a period of approximately thirty days
from March 31, 1947, within which such
transactions may be carried out and hav-
ing stated that Michigan Gas and Elec-
tric Company has now fled an amefid-
ment to Its Registration Statement, here-
tofore filed under the Securities Act of
1933, and that such extension is neces-
sary to permit consummation of the pro-
posed transactionq after such amehded
Registration Statement becomes effec-
tive; and

The Commission having considered
such request and deeming it aplropriate
in the public inteiest and in the interest
of investors and consumers that such
request be granted:

It ii ordered,- That the time within
which the transactions heretofore ap-
proved by order of July 29, 1946, may
be carried out under Rule-U-211 be, and
hereby Is, extdnded to and including
April 30, 1947.

By the Commission.
[SEALI OVAL L. DUBoIs,

Secretary.
[F. R. Doe. 47-3218; Filed, Apr. 3, 1947;

8:45 a. m.)

[File No, 70-1459]

UnON ELECTRIC Co. or Mo.

NOTICE OF FILING OF-DECLARATION

At a regular session of the Securities
and Exchange Commission held at its
office in the City of Philadelphia, Pa.,
on the 28th day of March 1947.

Notice is hereby given that Union
Electric Company of Missouri (Missouri
Union), a registered holding company
and a subsidiary of The North American
Company, has fied with the Commission
a declaration pursuant to the Public
Utility Holding Company Act of 1935
("act"). Declarant designates section
12 (b) of the act and Rule U-45 promul-
gated under the act as applicable to the
proposed transaction.
- Notice is further given that any inter- -
ested person may, not later than April
7, 1947, at &:30 p. in., e. s. t., request the
Commission in writing that a-hearing
be held on such matter, stating the na-
ture of his interest, the reasons for such
request ind the issues, if any, of fact or
law raised by said declaration proposed
to be controverted, or may request that
he be notified if the Commission should
order a hearing thereon. At any time
thereafter such declaration, as filed or
as amended, may become effective as
provided in Rule U-23 of the rules and
regulations promulgated pursuant to
said act, or the Commission may exempt
such transaction as provided in Rule
U-20 (a) and U-100 thereof. Any such
request should be addressed: Secretary,
Securities and Exchange Commission,
18th and Locust Streets, Philadelphia 3,
Pennsylvania.

All interested persons are referred to
said declaration which is on file in the
offide of this Commission, for a state-
ment of the transactions therein pro-
posed, which are summarized below:

Missouri Union proposes to advance on
open account, with Interest at 2% per
annum, up to-the sum of $250,000 to its
indirect non-utility subsidiary Union-
Colliery Company (Colliery) for the pur-
pose of enabling its subsidiary to meet
payments due on equipment for opera-
tion of its new coal mine. Declarant
states that the poposed transaction sup-
plenfents the program of Colliery set
forth in its amended declaration per-
mitted to become effective by order of
the Commission dated December 29, 1945
(Holding Company Act Release No. 6350)
regarding the proposed issuance by Col-
liery of $1,000,000 aggregate principal
amount of Bank Loan Notes bearing in-
terest at 2% per-annum, maturing in
installments from December 31, 1947, to
December 31, 195L

[File No. 70-1490] ,
ELECTRIC POWER & LIGHT CORP. AND

MISSISSIPPI POWER & LIGHT Co.
NOTICE REGARDING FILING OF APPLICATION-

DECLARATION
At a regular session of the Securities

and Exchange Commission, held at Its
office In the City of Philadelphia, Penn-
sylvania, on the 28th day of March A. D.
1947.

Notice is herebY given that a Joint
application-declaration has been filed
with this Commission pursuant to the
Public Utility Holding Company Act of
1935 by Electric Power & Light Corpora-
tion ("Electric"), a registered holding
company, and its subsidiary, Mississippi
Power & Light Company ("Mississippi").
Applicants-declarants have designated
sections 6 (a), 7, 9 (a), 10 and 12 (f) of
the act and Rule U-43 promulgated
thereunder as applicable to the proposed
transactions.

Notice is further given that any in-
terested person may, not later than
April 7, 1947 at 5:30 p. in., e. s. t., request
the Commission in writing that a hear-
ing be held on such matter, stating the
nature of his interest, the reason for
such request and the issues, If any, of
fact or law raised by said application-
declaration which he desires to con-
trovert, or may request that he be noti-
fied if the Commission should order a
hearing thereon. Any such request
should be addressed: Secretary, Securi-
ties and Exchange Commission, 18th and
Locust Streets, Philadelphia 3, Pennsyl-
vania. At any time, after April 7, 1947,
said application-declaration, as filed or
as amended, may be granted and per-
mitted to become effective as provided
in Rule U-23 of the rules and regulations
promulgated under the act, or the Com-
mission may exempt such transactions
as provided In Rule U-20 (a) and Rule
U-100 thereof.

All interested persons are referred to
said application-declaration which is on
file In the offices of this Commission for
a statement of the transactions therein
proposed which are summarized below:

Electric is the owner of all of the out-
standing common stock of Mississippi
consisting of 700,000 shares without par
value having a stated value of $7,000,000,
Mississippi proposes to'issue and sell, and
Electric proposes to acquire, an addi-
tional 250,000 shares of common stock of
Mississippi for a cash consideration of
$2,500,000. The proceeds from the sale
of the new common stock will be used
by Mississippi for the construction of
needed facilities. Electric proposes to
use treasury funds In making the pro-
posed purchase.
-, Applicants-declarants request that the

-Commission's order be issued as soon as
possible and become effective upon the
issuance thereof in order to permit con-
summation of the proposed transactions
at the earliest possible opportunity.

oy te Commssion. By the Commission.
[SEAL] ORVAL L. DUBOIS, [SEAL] ORVAL L. DuBois,

Secretary. Secretary.
[F- R. Doe. 47-3221; Filed, Apr. 3, 1917; - [F. R. Doc. 47-3220; VIled, Apr. 3, 1047;

8:45 a. m.] 8:45 a. in.]
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